APPENDIX TO

ETHICAL
GUIDELINES FOR
THE DELIVERY OF
HEALTH SERVICES

BY DHEW

THE NATIONAL
COMMISSION FOR
THE PROTECTION OF
HUMAN SUBJECTS
OF BIOMEDICAL AND
BEHAVIORAL RESEARCH






APPENDIX TO

ETHICAL
GUIDELINES FOR
THE DELIVERY OF
HEALTH SERVICES

BY DHEW

THE NATIONAL
COMMISSION FOR
THE PROTECTION OF
HUMAN SUBJECTS
OF BIOMEDICAL AND
BEHAVIORAL RESEARCH

This Appendix contains the papers,
reports and other materials that were
reviewed by the Commission during its

deliberations of ethical guidelines for the
delivery of health services by DHEW.

U.S. Department of Health. Education. and Welfare
DHEW Publication No. (OS) 78-0011

For sale by the Superintendent of Documents, U.S. Government Printing Office
Washington, D.C. 20402

Stock Number 017-040-00432-0






CONTENTS

I. PAPERS AND REPORTS PREPARED FOR THE COMMISSION

Ethical Problems in the Delivery of Health
Services: A Report to the National Commission
for the Protection of Human Subjects of
Biomedical and Behavioral Research . . . . . . . . David Mechanic, Ph.D.

On the Relevance of Ethical Principles and
Guidelines Developed for Research to
Health Services Conducted or Supported
by the Secretary, DHEW . . . . . . . . . . . . . . Robert J. Levine, M.D.

Report to the Commission for the Protection
of Human Subjects of Biomedical and
Behavioral Research. . . . . . . . . . . . . . . . Philip R. Lee, M.D.
Carol Emmott, Ph.D.
Steven A. Schroeder, M.D.

The Relevance of Ethical Principles and
Norms Developed for the Conduct of
Research to the Delivery of Health Services
Supported by the Secretary, DHEW . . . . . . . . . John Fletcher, Ph.D.

Ethical Issues in Health Care . . . . . . . . . . . . Roy Branson, Ph.D.

ITI. PAPERS AND RECOMMENDATIONS FROM THE
NATIONAL MINORITY CONFERENCE

Ethics in Human Experimentation in Health
Care Delivery. . . . . . . . « +« « v v v v+« +« « .WilliamA. Darity, Ph.D.

American Indian Health Care Delivery Today. . . . . . Lionel H. deMontigny, M.D.

Ethics and Human Experimentation: Effect
on Cultural Patterns and Social Values
of Spanish Surnamed Americans. . . . . . . . . . . Arturo E. Raya, Ph.D.

Resolution and Recommendations of the
Workshop on Health Care Delivery . . . . . . . . . National Minority
Conference on Human
Experimentation,
January 8, 1976



CONTENTS (CONTINUED)

III. MATERIALS REVIEWED BY THE COMMISSION

10. American Hospital Association Statement on a Patient's
Bi1l of Rights

11. Health Services Administration - Administrative Guidelines
for Federally Funded Ambulatory Care Centers - Patient's
Bi1l of Rights
12. Patient's Bill of Rights - Phoenix Area, Indian Health Service
13. Skilled Nursing Facility Patient's Bill of Rights
Required as a Condition of Participation 1in
Medicare/Medicaid

14. DHEW Regulations for Project Grants for Operating
Community Health Centers

15. "Personal Privacy in an Information Society," Excerpts from
Report of the Privacy Protection Study Commission, July 1977.

A. The Citizen as a Beneficiary of Government Assistance
B. Patient Access to Medical Records

IV. MATERIALS PERTAINING TO STERILIZATION

16. DHEW Proposed Regulations Governing Sterilization

17. Comment of the Commission on Proposed Rulemaking
Governing Sterilizations Funded by DHEW



PAPERS AND REPORTS PREPARED FOR THE COMMISSION






ETHICAL PROBLEMS IN THE DELIVERY OF HEALTH SERVICES

David Mechanic, Ph.D.
May, 1977






ETHICAL PROBLEMS IN THE DELIVERY OF HEALTH SERVICES: A REPORT TO
THE NATIONAL COMMISSION FOR THE PROTECTION OF HUMAN

SUBJECTS OF BIOMEDICAL AND BEHAVIORAL RESEARCH

Foreword

In the past twenty years there has been a significant development of
awareness and sensitivity to human rights in the United States. In many
aspects of our social life, from minority group relationships and civil
rights to such more specialized concerns as the sights of human subjects
or students, significant progress has been made in defining ethical
issues and the relationships between the rights of persons and the powers
of the social institutions that affect their lives.

The practice of medicine has remained relatively immune to these
developments in contrast to other social institutions. There is evidence
of growing dissatisfaction with medical care and of increasing distrust
of physicians and other health care providers. Trust is further eroded
by growing impersonality of care and feelings on the part of patients
that they have no control over a vital institution that affects their lives.
There are more frequent demands that physicians and other health pro—
fessionals be held accountable. As these pressures grow, there is danger
that we move in directions that create more new problems than they solve.
Hopefully, this paper will contribute to directing the discussion toward

more productive alternatives.
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Summary of Major Recommendations

The Commission should consider the benefits and costs of a re-
quirement that all DHEW direct—service programs and other programs
receiving ""capacity—buildingrants from DHEW'" establish a Practice
Institutional Review Board to have the following functions:

A. To establish and monitor a grievance procedure within the
program in accord with standards for such a procedure established
by DHEW;

B. To conduct a continuing review of all ""therapeutic actions"*
within the program taken without the consent of the patient
and to insure that these are adequate provisions for review
and appeal of such actions;

C. To evaluate program practices for obtaining informed consent
in therapeutic situations and to make suggestions for improved
practice.

The Commission should encourage DHEW to develop a program of

demonstrations and evaluations of alternative grievance procedures

in health care settings and to provide funds for institutional
experiments in this area.

The Commission should take a strong public position against medical

care rationing based on political, sociocultural, or religious

criteria. It should publicly support the principle that the medical
resources subsidized by DHEW should be distributed to eligible
recipients in relationship to medical need and expected medical

benefits, and that the scope of services should not be restricted
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on the basis of other criteria.

The Commission should sponsor a special study on the violation of
civil liberties and other inhumane practices in nursing home care
and other types of decentralized health care facilities financed

directly or indirectly by DHEW.
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I. The Charge

This report examines Section 202(a)(1)(c) of Public Law 93—348
in a broad perspective. The section states that
The Commission shall cansider the appropriateness of
applying the principles and guidelines identified under
subparagraph (A) [i.e., those that underlie the conduct
of biomedical research involving human subjects] to the
delivery of health services to patients under programs
conducted or supported by the Secretary.
In preparing this report, 1 have taken the Commission®s ""ldentification
of Basic Ethical Principles™ (Draft, March 3, 1976) into account, and
I have also reviewed Robert Levine®s statement, "'On the Relevance of
Ethical Principles and Guidelines Developed for Research to Health
Services Conducted or Supported by the Secretary, DHEW" (May 28, 1976),
and the Report from the Health Policy Program of the University of
California (December, 1976). My intent, agreed upon in discussions
with the staff of the Commission, is '"to identify, from a sociological
perspective, ethical problems that may exist in the delivery of health
care services by the government, exploring such problems whether or not
they are amenable to specific regulation."

This report rests on the premise that the Congress was aware of
the differences between research and service and intended the Commission
to examine ethical problems in health care delivery that were similar
to those inherent in research. Although I relate this discussion to
the three fundamental principles identified by the Commission®s draft

report — -respedbr persons, justice, and beneficence- — special effort
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will be made to fit these comments within the six specific norms for
research identified by the draft report. While Dr. Levine®s discussion
of problems in health delivery within these norms is commendable, such
constraints are neither necessary nor desirable in analyzing ethical
problems associated with health care delivery. Issues that are readily
classifiable within these research norms will be discussed, however,
and this will be made clear at the appropriate point in the discussion.
At the outset | will be explicit about my assumptions concerning
the regulatory process. There are innumerable ethical problems
inherent in patient care as there as in any complex human relationship
in which there are inequalities in power and dependence between the
persons involved. Given the vast differences in knowledge between the
typical physician and patient and the exaggerated dependency associated
with illness, patients are in a position in which they must trust the
wisdom and integrity of those who care for them. There are many potential
violations of such trust, but to enumerate them or attempt to devise
specific rules to prevent them is largely an exercise in futility. Most
rules are easily subverted in practice; when regulations are imposed,
efforts are devoted often to meeting their bureaucratic requirements
without major impact on behavior; and the proliferation of regulation
itself adversely affects morale and practice. Thus, iIn considering the
applicability of regulation to the service sector, it iIs necessary to
weigh the magnitude of the problems and the likely gains achieved through
regulation against the costs of imposing further bureaucratic rules.
Health care is provided under real constraints of time, manpower, and
resources, and regulation adds to the costs of service and the burdens

on health care personnel. Time devoted to monitoring and enforcement of
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specific rules and affirmations of compliance is time taken from other
valued activities, and regulation may be counterproductive in its
consequences. The imposition of any regulation, thus, should be evaluated
not only in terms of its expected symbolic and practical benefits in
changing behavior, reaffirming essential values and reassuring the public,
but also in terms of its real costs in divesting professional energies

and resources from other important activities, discouraging innovation
and creativity through incentives for safe bureaucratic response, and
eroding morale.

Although the identification of problems usually elicits the response
that "there ought to be a rule," such rule making designed to constrain
behavior or to punish violators is negative in its approach and does
little to increase sensitivity or educational dialogue. Effective guide—
lines in an area as vast and difficult as the one under discussion would
contribute to informing professionals and others as to problems they may
be unaware of and to making them more cognizant of and sensitive to the
strong feelings and views of others. In short, good regulation contains
a strong educational component. The approach recommended in this paper
is designed to achieve better checks and balances between patient and

provider and through this process greater understanding and sensitivity.

I1. Definitions

Section 202 (a)(1)(c) of Public Law 93—348refers to health services
under programs "‘conducted or supported by the secretary." This language
covers a wide scope of practice involving much of the private and nonprofit
sectors as well as direct government serviceprograms. For the purposes

of this discussion, the classification of programs offered by the Health
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Policy Group of the University of California (pp. 10-11) is adequate:

a. Direct provision programs, such as the Public Health Service
(PHS) hospitals and clinics and the Indian health service,
in which DHEW employs the providers of service.

b. ""Capacity—buildingPrograms that provide grant support for
health maintenance organizations, community health centers,
migrant health centers, and maternal and child health and
family planning services.

c. Programs that pay for services delivered through the private
health care system either directly as in Medicare or through
state programs as in Medicaid.

Although it may appear that the language of the legislation and the
possibilities for regulation apply most directly to service programs in
which government employees provide care, there is no inherent logic in
singling out this group of providers. There are no data to my knowledge
that would support the arbitrary distinction between direct DHEW service
programs and other DHEW—supportedprograms involved in delivering health
care. Other types of distinctions that will be specified are more
pertinent. Moreover, if one wishes to continue the analogy between the
research process and service programs, it should be clear that the impact
of regulation of research has fallen largely on Type B programs, i.e.,
institutions in the nonprofit sector such as universities, medical schools,
and voluntary hospitals that receive ""capacity—building drants for
biomedical and behavioral investigation. In theory, the same types of
regulatory mechanisms (i.e., Institutional Review Boards) that apply to

research can apply as well to capacity—buildingprograms.
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111. Ethical Principles in Service Delivery

Medical practice has the potential for many ethical dilemmas.
They range from such everyday concerns as the ways physicians communicate
to patients, inform them about their illnesses, and explain options to
profound decisions concerning the prolongation or termination of life.
Moreover, these issues exist at every level of practice and administration
from the individual decisions of the physician to the formulation of
global health policy. Notions of health and illness, types of financing,
mechanisms for remuneration, the concept of a medical care service, the
definition of practitioners eligible for payment—-allof these come to
shape the delivery of services and their impact on patients” lives.
The decision of policymakers, for example, to pay for hemodialysis, hip
replacements, and other technical procedures for the aged, but not for
social care, counseling, or homemaker services, has major impact on the
life opportunities of the old for independent living and involves
important ethical issues. Although 1 believe that the allocation of
resources among competing needs and expectations and the consequences
of these decisions are more important than many of the more narrow
ethical issues considered in this discussion, to focus on them would
probably be a misinterpretation of Congressional intent. Thus, in
selecting areas to examine here, 1 focus on specific service practices
that pose major threats to the norms of respect for persons and fairness
and on types of conflict of interest similar to those involved in the
research process. It is my strong view, however, that the Commission
cannot neglect the more global policy concerns because they have a crucial
bearing on the ethical outcomes that constitute their area of assigned

responsibility.
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In this discussion | take as my primary ethical principle the funda-—
mental notion of respect for every person. | use the term "respect”
to refer to lack of partiality or discrimination, and in this sense the
concept is different from esteem or veneration. Although the concept
itself is open to varying interpretations, any use of it is based on
four derivatives for which there is a broad social consensus.

a. Every patient should be free of coercion, participating in
medical care, research, and educational programs only with
their informed consent.

b. Every patient should receive accurate factual information,
to the extent possible, pertaining to his or her care, risks
involved, and rights in the medical context.

c. Within whatever economic limitations are operative, decisions
concerning medical care should be made solely on the basis
of medical need and expected medical benefits, and not on
social, political, or religious criteria.

d. When conflicts develop between patients and providers,

mechanisms should be available for a fair resolution.

IV. Sources of Ethical Problems in Health Care

Delivery: Definition of the Problem

Ethical problems in service delivery arise from a variety of sources:
(1) inappropriate and unprofessional behavior of providers; (2) limitations
on resources relative to demand and resulting rationing pressures; 3
conflicts in values, expectations, and incentives within varying health
delivery plans; and (4) inequalities between health providers and patients.

The appropriate focus of analysis, therefore, is existing variations in
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organizational procedures, types of professional remuneration, and
patient-provider inequalities and not the distinction between DHEW
service programs and the private sector. In some cases, problems
associated with these factors may be more acute in DHEW service programs,
but there is no reason to believe that this is systematically the case.
In any case, 1 know of no data on which the Commission could depend that
would allow reasonable assessment of the varying magnitude of certain
types of problems in DHEW direct—service programs, DHEW capacity—building
programs, and DHEW financing programs, or in the public, nonprofit, or
private sectors. In each of these sectors problems arise related to

the four factors indicated above.

1. Professional Behavior of Providers

Health professionals include persons with a wide range of human
characteristics as in other comparable occupational groups. It is no
surprise that patients sometimes encounter such professionals who
demonstrate a lack of respect for them. Nor is the medical context free
from manifest and more subtle forms of prejudice and discrimination.

The behavior of health care professionals may vary from one situation to
another or from one day to another, reflecting the health professional®s
personality, mood, or situational stresses or particular characteristics
of difficult patients. To the extent that ethical problems arise from
such factors or those associated with personal styles of the health
professional, they are not easily regulated or modified. To the extent
that more serious abuses arise because the health professional suffers
from a mental illness or serious personality disorder, or because he
blatantly violates the trust of his position, clearer options are avail-

able. For the most part, however, patients are relatively powerless
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in the face of professional behavior that is inappropriate or in poor
taste.
In theory, unethical professional behavior is contained through
careful recruitment and selection of health professionals, through a
long period of training and apprenticeship during which the trainee is
socialized in respect to important values as well as in respect to
relevant skills, and through review and supervision of performance. The
fact i1s, however, that the long period of medical training socializes
the physician to a distinctive point of view, one very different from
the views of the typical patient. There are a variety of formal and
informal mechanisms that exist in medical practice to detect significant
departures: medical practice committees, boards, tissue committees,
etc. Too much confidence is placed, however, in the existing peer review
structure as a means of preventing violations of ethical principles. Nor
is the value of PSRO developments, mandatory continuing education, or
periodic relicensure as promising as some would hope. The tradition of
exclusive self-regulation by medicine has served more to insulate the
profession from outside influence than to protect the rights of patients.
Even with the best of intentions, doctors have a different perspective
than patients and are unlikely to grasp the patient®s point of view without
consumer participation. With the exception of serious mental illness,
alcoholism or drug addiction, or serious criminal behavior, suspensions
or revocations of licenses or other serious sanctions are rare. There are
few alternatives to the more drastic sanctions such as suspension of
license, and this is a deterrent to applying any sanctions at all.
Although we are limited 1in any conclusion because of a lack of

systematic data, it is apparent that there is little willingness among
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physicians to control or sanction one another and some evidence that
physicians with similar behavioral tendencies associate with one
another.2 Although physicians may withhold referrals to and employment
from colleagues whose ethical behavior they question, such exclusion
does not limit or affect in any significant way the continuation of
ethical violations. Moreover, the effectiveness of long medical training
as a screening device is an illusion. While medical schools attract
applicants with a high level of academic competence, retention rates are
extraordinarily high compared with most other types of graduate or
postgraduate training and insure little "‘weeding out®"of undesirable
candidates. Similarly, although supervision and negative appraisal
during internship or residency may affect the ability of the candidate
to obtain the most desirable positions, such supervision and evaluation
almost never exclude the candidate from medical employment. In short,
the image of a highly selective screening process that insures quality
and ethicality is a mirage, protecting the autonomy of the profession
more than the public.

Regulation of autonomous and prestigeful professionals is extraordi—
narily difficult to achieve without producing undesirable side effects.
Moreover, in regulating the segment of the profession most likely to
engage in violations, burdens are placed inevitably on those who practice
a high standard of quality and ethicality in a way that detracts from
their performance. These facts support the argument that regulatory
mechanisms are needed that provide checks on professional abuses without

being too intrusive.
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2. Limitation of Resources Relative to Demand: Rationing of Medical Care

Many violations of the principle of respect for persons arise
because demand for services is large and resources are limited. Under
such conditions services may not be available, and when they are available
care becomes rushed, relationships between health professionals and
patients become impersonal, and communications, explanations, and op—
portunities for asking questions and obtaining feedback are more limited.
These problems are more likely to occur in relation to minority group
patients or patients in lower socioeconomic circumstances because they
are more likely to participate in programs that ration care strictly,
while the affluent more frequently participate in programs characterized
by open-ended budgeting that have greater availability of personnel and
other resources. Even when payment for care is available, as in Medicare
or Medicaid, the poor are more likely to reside in areas with lesser
concentration of facilities and manpower, making it more difficult for
them to ""cash in" on their entitlements. 3

Many public programs of health care cover certain benefits but
rarely provide the necessary resources to meet all eligible needs in the
population. The limited resources appropriated by public programs or
available in private programs with fixed budgets set the stage for
rationing, but the fact that rationing occurs is rarely explicit, and
the rules that apply are almost never specified. Because resources are
in limited supply, no consumer has an absolute right to services in
general; he does, however, have a right to an allocation process that
is just and that respects his person (by telling the truth).4 More
specifically, this requires that the fact that rationing occurs and the

way 1t occurs 1is generally known, and that it is based on reasonable
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categorization and is neither frivolous nor discriminatory.

A. The Concept of Just Rationing

Justice in rationing implies that persons who fit certain criteria
be treated equally iIn respect to the relevant class of services. There
is wide agreement that in rationing services the criteria applied should
be medical. Determinations of who is to receive priority should be based
on need and expected benefits and not on sociocultural or political
criteria. Justice in allocation further implies that available services
will be distributed so as not to impose an unfair burden on individuals
because of their social status, religious or racial background, or
personal characteristics unrelated to medical judgments.

Efforts made by some Congressmen, administrative officials, and
state health care personnel to exclude payment for abortion under
government—sponsored programs, for example, are attempts to substitute
political and religious considerations for medical judgments. Although
exclusion of certain benefits under federal or state programs would be
ethically permissible because of resource limitations or because the
procedures involved are known to be worthless or harmful, there is no
ethical justification for singling out recipients of government programs
as ineligible for services known to have positive health benefits that
are available to others in the population and that have a high benefit
ratio relative to costs. The arbitrary exclusion of abortion under
Title 19, or under any other federal or state program, introduces
political and religious rationing as a substitute for medical rationing.
Moreover, it establishes two standards of access to a positive health
benefit,5 one for government recipients and another for persons in the

nongovernmental sector. Such administrative action is a serious
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violation of the ethical principle that available medical resources

should be equitably administered in relationship to need and expected

medical benefit. | believe that it would be desirable for the Commission
to take a strong stand on this issue.

Services may be rationed poorly for reasons other than discrimina—
tion or frivolousness. Needy recipients frequently are less educated,
less sophisticated, and less aggressive in demanding available services
in both public and private programs, while those with greater skills but
less need may overcome bureaucratic barriers more readily.6 Non—fee—
rationing devices can have inequitable effects in very much the same
way as economic barriers. ! Unless concerted efforts are made to ration
equitably, those with greater skills and with more worldly sophistication
will command a disproportionate share of resources regardless of the
rationing techniques used.

At the service level, persons of varying social status may receive
different benefits not because of need but because of individual at-
tributes unrelated to the provision of medical care. Although we have
no evidence that discrimination systematically occurs, it is frequently
alleged that nonwhites, the poor, women, and Title 19 recipients are
at risk. These impressions may stem, however, less from discrimination
in the provision of services and more from problems in communication,
differences in behavioral patterns surrounding illness in varying social
and cultural groups, and resulting misunderstandings. 8 Whatever the
cause of perceptions and experiences of inequality, it is essential that
they be addressed. Discussion of specific remedies will be delayed until

the later discussion of accountability.
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Finally, it has been observed that certain categories of patients
are treated differently on the basis of social criteria as compared with
medical need. For example, it has been alleged that lesser efforts are
made to resuscitate alcoholics,9 and that services are less available to
other patients with stigmatized social identities.10 Data on such matters
are extraordinarily difficult to obtain, and the magnitude of these

problems is not clear.

B. Rationing and Truth Telling

In introducing new programs there tends to be considerable exaggera—
tion as to the benefits to be expected. Such rhetoric raises expectations
that are not fulfilled. The marketing of new types of medical care plans
such as health maintenance organizations is an example. When such plans
are marketed, they usually promise a comprehensive benefit package al-
though there is often in reality a reluctance to provide some of the
benefits advertised. Enrollment in an HMO is really an agreement between
the enrollee and the plan to accept a situation of "‘constructive
rationing," although such plans are rarely described to consumers in
this way. For a lower premium, more comprehensive benefits, or both,
the consumer implicitly agrees to accept the plan®s judgment as to
what services are necessary. The nature of this agreement is almost
never made explicit, and these plans are often sold under an advertising
rhetoric that distorts the situation.

In individual instances, such as in Medi—Cal in California, clear
deception and falsification were evident in some HMO marketing efforts,
but to dwell on these abuses misses the larger point. Even in the
reputable plans, the scope of promised services is more than the plan

wishes to provide, and a variety of barriers are introduced in the way
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of the consumer who attempts to obtain them. For example, enrollees

are told that HMOs are organized to provide care as early as possible

in sickness episodes. What they are not told is that HMOs eliminate
economic barriers to access but replace these with a variety of bureau-
cratic impediments and limitations on the resources provided that keep
enrollees from using too many services, = "While HMOs may still be the
""best deals in town"——and am inclined to believe that they are- — they
are too frequently marketed in a way that is misleading to the consumer.
Similarly, many of the nonprofit and profit insurance plans are so
complex and described in such esoteric terms that even an expert consumer

cannot do serious comparison shopping.

3. Conflicts in Values, Expectations, and Incentives

In the research process, conflicts are apparent between research
goals and optimal adherence to patients® rights. The research investigator
naturally wishes to carry out his studies in the most effective way and
in a fashion that utilizes his efforts and resources most economically.
The consideration of patients”™ rights may require that he modify his
design from scientifically optimal procedures or invest greater time in
certain phases of the study to insure that ethical requirements are met.
In short, these two sets of values must be balanced in some way.
Violations of patients™ rights often stem from the emphasis given to
research values and from the investigator®"s wish to enhance his reputation
or professional career. In the arena of service delivery, in contrast,
conflicts are more likely to arise from the economic context and economic
incentives implicit: in the ways services are organized and professionals

are paid. The pattern and mix of services provided tend to be shaped
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substantially by the mode of remuneration; the prevalence of services
performed reflects whether services are paid for directly and at what
level of remuneration.12

One major difference, on the average, between direct federal service
programs and those in the private sector is the way health professionals
are paid. In the private sector most physicians work on a fee—for—service
basis, and even when on salaries these tend to be established or modified
by productivity indices that reflect the earning capacity of the doctor.
Physicians in DHEW direct programs work for fixed salaries. Each form
of payment poses somewhat different types of potential conflicts of
interest.

In the fee-for-servicesector it is usually in the physician®s
interest to carry out numerous technical procedures because doing so is
remunerative. Such a fee structure creates incentives for the performance
of discretionary services, and it is maintained that much excess surgery,
overutilization of hospitals, and unnecessary diagnostic and laboratory

13 These tendencies

procedures are a result of such economic incentives.
toward excessive treatment are facilitated by the uncertainty of much
of medical practice and the lack of clear norms as to the levels of care
that are most appropriate. With the growth of third—party payment there
are no incentives for the physician or patient to conserve resources.
The tendency is toward using procedures, however marginally relevant,
that offer any hope of contributing something to the patient"s care. 14
Although fee for service may be wasteful of resources, it offers
certain advantages. When physicians are paid for each consultation,

there 1is a greater awareness of patients®™ expectations and some desire

on the part of the physician to satisfy the patients® needs and wishes.
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The economic incentives characteristic of third—party payment of fees
allow the physician to be an advocate for the patient, whatever else
it may do in affecting aggregate financial costs. Because financial
rewards are linked to the effort physicians devote to their work,
physicians in fee—for—service practice work longer hours and make greater
efforts to accommodate their patients.15

Although in theory salary and capitation as modes of physician
remuneration offer advantages in separating professional judgment from
fee considerations, in practice these forms of payment subtly change
the way physicians relate to patients, particularly under conditions of
high work load. Physicians on fixed remuneration usually have established
hours of responsibility or develop some concept of a reasonable workweek
relative to what they are paid. They work shorter hours on average than
fee-for-service physicians, and they may make more effort to deal with
all patient contingencies in the context of their established schedules.
Under increased work load, salaried physicians are probably less re-
sponsive to patients, less concerned about patients®™ expectations, and
more inflexible.16 The salaried physician is less dependent on the
patient"s response, and this subtly affects attitudes and patterns of
work. It is reasonable to infer that such conditions affect the poor more
frequently than those more affluent and are more common in public facili-
ties than in private contexts.

A major area receiving DHEW support is the development of HMOs.17
It is anticipated that HMOs will provide services for enrolled popula—
tions with more effective cost containment than exists in the broader
community. This is achieved through control over the availability of

resources, such as hospital beds and specialists, and by eliminating
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the economic incentives for expensive services of marginal value

believed to be characteristic of fee—for-service arrangements. Other
methods advocated, but not well developed or studied, include the pro-—
vision of economic incentives for physicians to conserve resources by
strict rationing and stricter administrative pressure on physician
decision making. Given current trends, we have reason to anticipate

that greater efforts will be made to ration services by putting physi—
cians at financial risk when levels of utilization are too high. To

the extent that such efforts are introduced in a serious way, they are
likely to shift the physician®s role from one as agent of the patient

to one as bureaucratic official.18 The physician will more directly
represent the plan, and his own financial interests may be contingent

on successfully denying patients® requests. It is difficult to anticipate
clearly the problems and conflicts that might result, but there is a
reasonable likelihood that the consequences of such rationing will fall
disproportionately on the poor, the less sophisticated, and the less
educated portions of our population. Many physicians probably will find
it difficult to withhold services successfully from knowledgeable and
aggressive consumers. It is primarily the more passive consumer who is
likely to be the recipient of the strictest rationing because it is this
type of consumer who is most likely to accept without challenge whatever
the doctor does. At the very least this problem requires careful monitor—
ing and continued study to insure that the burdens of rationing to achieve
cost containment do not disproportionately fall on the poor and more

needy groups in the population.
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4. Inequalities Between Health Providers and Patients

It was previously noted that most ethical abuses affecting patients
occur as a result of inequalities of knowledge, status, and power between
patients and health care personnel. Patients have more power and are
less vulnerable to potential abuse when they can exercise alternatives.
To the extent that medical care programs restrict choice, they are less
likely to assist patients in representing their own interests. In
theory, patients in the fee—for—servicesector can exercise choice and,
iT dissatisfied with their medical care, can seek care elsewhere.
Although location, geographic distribution of facilities and physicians,
and other factors such as the patient"s dependency may inhibit exercise
of such choice, the patient, if sufficiently dissatisfied, can frequently
go elsewhere. Both patients and physicians are aware of this, and in
this sense the patient exercises a certain degree of client control.19
Similarly, in the case of health care plans such as health maintenance
organizations or different types of insurance programs, many consumers
have a dual choice allowing them to exercise options if they are dis—
satisfied. Dual choice provisions have a double function in not only
allowing a dissatisfied consumer to change plans but also in protecting
the plans themselves from dissatisfied clients who may create a variety
of problems.

There are many instances—-and these are frequently found in the
public sector—-inwhich patients have no effective choice. In many
government programs, for example, patients who are dissatisfied with
the care they receive have no market options because they cannot afford
private care or because other comparable facilities are not available.

This lack of choice frequently applies to tertiary care facilities as
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well because such facilities are geographically more dispersed than
other types of medical services. Thus, patients requiring hemodialysis,
specialized cancer care, or other more complex medical services may
also have few options to the facilities they use.

Problems relating to lack of choice and potential abuse are more
acute in public programs for the disadvantaged because this lack of
choice is frequently associated with other factors that pose potential
problems. Many programs for the disadvantaged, for example, depend on
physicians and other health care personnel who are salaried and who do
not depend on the patient”"s good will for their employment or remuneration.
A variety of studies have suggested that in such circumstances client
control is diluted, and patients frequently feel that physicians are
less interested in them and less responsive to their needs. 2° Problems
are further exacerbated by the characteristic imbalance between demand
and resources and the social distance and language barriers frequently
existent between disadvantaged populations and those who provide care
for them. Thus, programs of this type pose special, but not unique,
problems of inequality of status, power, and dependence between patients
and health care personnel.

Problems of cost containment are creating great pressures to use
resources more efficiently, to ration resources more stringently, and
to avoid duplication of facilities. Among the mechanisms either in place
or advocated for the future are fixed prospective budgeting, capitation
payment, and regionalization of facilities with controls over the
development of new facilities. Although these measures may all have
value in promoting important national goals, 1if successful they inevitably

will restrict further the choices available to consumers of medical care,
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their ability to select services in ""amarketplace,'” and the types of
controls they exercise over the professionals and institutions that
serve them. Although it may be rational to limit choice that results
in waste of valuable and expensive national resources, it is essential
that functional substitutes be developed that protect patients®™ rights
within such more restricted systems and that assure accountability of

the health care professionals who serve them.

5. Some Other Ethical Problems

In the process of considering various ethical issues in service
delivery in respect to DHEW programs, a variety of additional issues
seemed important, but 1 am not sufficiently familiar with them or their
scope to do more than identify them. Thus, in this section I simply
list each with a short description of what | see as the basic problem.

A. Privacy of Medical Records

It goes without saying that medical relationships depend on
confidentiality and trust and that the privacy of medical records must
be protected. As medical care is delivered in more organized settings,
a larger number of people have access to patients™ records, thus providing
greater potential for abuse. A more specific concern is the extent of
protection of medical records within DHEW programs from federal investiga-
tive agencies. It is my impression on the basis of my own research
experience as an epidemiologist that public programs and the nonprofit
insurance programs are more careless in protecting confidentiality of
personal medical information than private providers. However, | have
no systematic information on this point. With more emphasis on review

of records and wider access to records among persons not directly involved
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in the patient®s care, clear guidelines are necessary for authorized
access. | believe that some of these issues are being studied by the
National Commission on Medical Records.

B. Conflicts of Role Among Physicians Working in Institutional

Settings

Physicians sometimes find themselves in positions in which they
play the role of double agent, acting as a representative of the patient
at the same time they represent some organization that may be adversary
to the patient. Although the "double—agent" role is particularly clear
in institutional psychiatry and military medicine, it also characterizes
more subtle changes in physicians®™ roles in many organized settings. As
previously noted, new financing methods may create pressures for physicians
to serve as patient advocate and rationing agent at the same time. Such
institutional conflicts exist in a variety of medical contexts, and it
is not clear that the problem is any more acute in DHEW programs as compared
with programs in the private and nonprofit sectors.

C. Refusal to Provide Care in Emergency Situations

It i1s alleged that hospitals sometimes refuse treatment to
patients in need of emergency care because patients do not meet hospital
financial eligibility criteria. These patients must be transferred to
other treatment settings, at some possible risk to them. It is alleged
that this problem is particularly relevant to Medicaid recipients who
are turned away from some voluntary hospitals and referred to other
institutions. Assessment of this issue is made difficult by the lack of
a precise definition of an emergency. | have no way of estimating the

extent of this problem.
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D. Coercive Agreements

Apparently there are instances in medical practice, such as
amniocentesis, in which some centers require a commitment from the
patient who receives the procedure that the fetus will be aborted if
found to be defective. Although such a practice might be seen as a
prudent means of allocating a scarce medical resource, and although it
would be wasteful for a physician to utilize any expensive or risky
procedure if it was to have no discernible influence on decision making,
too rigid a demand for a precommitment by the patient may constitute
"undue pressure." Decision making under such circumstances may be
difficult for the patient, and uncertainty and ambivalence may characterize
the decision. Patients ought to be free to change their minds concerning
any important decisions without being exposed to coercive pressures.

E. Violation of Patients”™ Civil Rights in Nursing Homes, Board

and Case, and Other Sheltered Care

Federal programs, particularly Medicare and Medicaid, have
contributed to a vast growth of the nursing home industry, and other
federal legislation has encouraged processes of deinstitutionalization
of mental hospitals. The nursing home situation is scandalous, and the
civil rights of patients are routinely violated in many of these homes,
to say nothing of the lack of humane care. Although nursing homes and
other comparable community care facilities are not under the direct
control of the federal government, these industries depend substantially
on federal funds. There is probably no area in American medicine that
requires more careful study and effective regulation. In my view the
Commission ought to devote special study to ethical issues in nursing home

care and other types of decentralized community facilities.
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V. Problems in Service Delivery Relevant to the Ethical

Norms for the Conduct of Research

Dr. Robert Levine in reviewing the legislative history of Paragraph (C)
has found that of the four specific activities noted by the Congress only
one— —thsterilization of the Relf sisters--does not fall within the
guidelines concerning research and innovative therapy already considered
by the Commission. He suggests that the class of behaviors most appropriate
to regulate under Paragraph (C) is practice for the benefit of others
that i1s not designed solely to enhance the well-being of the individual,
but meets the customary standard for routine and accepted practice (Report
of May 28, p. 11).

A wide range of medical practices potentially fall within the
rubric of "practice for the benefit of others." It is, however, fre—
quently difficult to determine when the actions taken are intended to
benefit the recipient, his family, or the larger community. Most
commonly, the medical decisions reflect a synthesis of interests. The
physician in making a treatment decision may take into account the patient"s
needs, the disruptiveness of his symptoms to the family, economic costs,
and a variety of other factors. With the new emphasis on family medicine,
doctors are being trained more explicitly to take family and community
contingencies into account in decision making. Although it is probably
futile to deal with this class of practice as a whole, it is prudent to
focus an the ethical problems related to any therapeutic procedures that
are involuntary or coercive. Such problems exist in the areas of involuntary
commitment to psychiatric institutions, involuntary drug treatment, and

involuntary sterilization. In recent years there has been substantial
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litigation in the mental health area surrounding these types of problems.
Although it might be useful for the Commission to monitor the present
status of law in these areas, the issues and dilemmas in this field are

exceedingly difficult. In principle, however, any "therapeutic" action taken

coercively should be subject to appeal and review.

There are a variety of activities associated with the delivery of
medical care that may bring no direct benefit to the donor or consentee.
These include the donation of blood or organs, permission to use tissue
or organs of the deceased, permission for autopsy, or participation in
medical education. Discussion of a few of these examples may highlight
the types of ethical issues involved in each case for which regulation
might be considered.

Obtaining permission in any of the above areas involves the norm of
respect for persons. In such cases as voluntary blood donation and
medical education, the social value of such participation is so large
and the possible risks sufficiently small to make these areas relatively
noncontroversial. In respect to medical education, for example, future
generations depend on adequately trained physicians who require clinical
experience with patients to acquire necessary practice skills. Each
generation of patients experiences a certain degree of inconvenience for
future generations. Agreeing to participate in medical education, however,
is a gift by the patient to the student and imposes certain simple re-
guirements on medical education consistent with the norm of respect.
These include that all patients be equally exposed to students, and that
the poor and powerless do not disproportionately serve as 'teaching
material™; that any student or physician contacting a patient for educa-

tional purposes identify himself by name and explain the purpose of his
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examination or request; and that the patient®s right to refuse partici-—
pation be apparent and protected. In the case of surgery, it also means
that the patient be informed explicitly as to who will actually perform
the surgery. There should also be limits to the extent that any seriously
ill patient is subjected to repeated examinations simply because the case

"is interesting." While 1 remain dubious about the value of specific
regulation in this area, | believe that abuses of these simple principles
are commonplace and deserve more attention than they have received.

Problems in practice for the benefit of others involve serious
issues of consent as when requests are made of related potential donors
to provide tissue or organs or when permission is sought from next of
kin for organ donation or autopsy. Particular transplant groups have
developed detailed procedures that protect the right to refuse and that
insulate the potential donor from family pressures by providing a
"medical excuse' when the donor does not wish to participate.21 I do
not know to what extent such procedures are common in transplant groups
throughout the country. Moreover, there is variation in procedures used
to obtain permission to use organs of the deceased from next of kin, but
I know of no data on the extent of such variability. In each of the
cases above, the potential consentee has a right to truthful information
concerning the procedure and associated benefits and risks and to be
protected from coercive methods and undue pressure. Some centers ap—
parently deal with potential problems by having others than members of
the transplant group, who are less likely to face a potential conflict
of interest, seek the consent.

Autopsy permission constitutes a common problem, particularly

because many persons seem to have serious reservations about giving



consent. In obtaining autopsy permission, the health professional is
caught, as in so many other matters, between the norm of respect and

the desire to achieve particular goals expeditiously. Autopsy permission
is important for evaluation of performance and continuing education.

In zealousness to achieve such permission, however, deception and
psychological coercion are sometimes used. Although it is difficult

to obtain any reasonable estimate of the extent of the problem, it is
widely acknowledged that practices communicating disrespect for persons
are commonplace, and such behavior has been documented forcefully in one
major teaching hospital.22 With some attention to the ethical problems
involved in these situations, it is frequently possible to work out more
appropriate consent arrangements without major sacrifice of other important
interests. One approach, for example, used in some centers is to have
specially trained nurses, who are more sensitive to the issues than
busy residents and who can devote more time to communicating with families,
obtain the consent.

Granting autopsy permission or consent to use tissue or organs of
the deceased has many similarities to consent for research participation.
Persons granting such consent have the right to know the true benefits
and costs of the requested procedures, to be given correct information
as to the procedures to be followed, and to be assured that there will
be no invasions beyond those necessary to achieve clearly stated goals.
Although these situations are unlike research in that they pose no medical
risk, invasion of the body involves important symbolic values for many
people, and in deciding to grant permission for such invasion, the con—
sentee has a right to have his questions and concerns addressed honestly

and to be free of coercion during a difficult time.
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General Problems of Consent. Although the requirements for consent

are less clear-cut in practice as compared with research, many observers
of medical settings agree that informed consent is largely a fiction.
Patients commonly sign consent forms without either reading them or
receiving any reasonable explanations as to what their consent involves.
Physicians and other health professionals frequently proceed in their
work as if no explanations are necessary and as if it would be pre—
sumptuous for patients to question their judgment. Most patients are
relatively docile and infrequently challenge these modes of behavior
even when they are concerned about them. These attitudes are so
characteristic of medical practice that it is highly unlikely that

they can be successfully regulated without major and costly dislocations
of practice patterns. While the threat of malpractice litigation may
serve as a partial deterrent, it probably affects the forms of behavior
(such as obtaining a signed consent) more than their substance (insuring
that the patient really understands). A focused approach on improving
procedures for obtaining surgical consent would be feasible. Surgical
consent is the area of largest risk of serious violation and one in
which special protections are essential because of the patient®s inability

to protect his own interests during the procedure.

VI. Approaches to Accountability for Health Professionals

and Institutions in Respect to Ethical Issues

As I have illustrated in this paper, the delivery of health care
involves a myriad of ethical issues that arise from global health policy
decisions as well as behavior at the level of survice delivery. Because

these issues arise out of conflicts in values or resource limitations,
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and because they may involve numerous types of behavior that are
impossible to monitor effectively on a continuing basis, the attempt
to specify individual guidelines and regulations to govern them is a
futile gesture that will not achieve the behavior changes desired.
Indeed, if anything, they are likely to add to administrative and
bureaucratic burdens that detract from efforts to provide good care
with limited resources.

The crux of the issue, 1 believe, is the inequality between provider
and patient and the extent to which these inequalities are growing with
changes in the organization and provision of health care. Mechanisms
are necessary, therefore, that contribute to narrowing these inequalities
and that provide effective feedback to administrators and professionals
as to the problems and experiences of patients. In short, it is essential
to develop countervailing influence by patients in the care process.

Three possible mechanisms to close inequalities include (1) effective
grievance procedures, (2) ombudsmen, and (3) extraintitutional pressures.

A short description of each of these approaches follows.

1. Grievance Procedures

Increasingly patients use medical institutions or are clients of
programs for which there are no alternatives. Thus, if they feel their
sights violated they have little recourse but to complain directly to
the providers, withdraw from using services, or initiate litigation.
Patients are frequently reluctant to make direct complaints, and when
they do there is no assurance of responsiveness. Similarly, withdrawal
from service is not a serious option. Litigation requires consider-

able initiative and does little to resolve the initial problem when it
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occurs. Moreover, litigation is a highly formalized and time—consuming
process that involves considerable costs for both the patient and the
medical care system. Also, because the initiation of litigation is
relatively infrequent, as in the case of malpractice suits, it results
in a distorted pattern of compensation and resolution of existing problems.
What is needed in any sizable program is a grievance procedure
through which patients who feel wronged can make their problems and con—
cerns known. Such a procedure would allow for relatively rapid mobiliza-
tion to deal with problems early in their development, provide information
to the institution concerning patients® dissatisfactions and concerns,
and provide an opportunity to give feedback to patients who have un-
realistic or misguided expectations. To be effective, such a grievance
mechanism must be institutionally based and have strong administrative
support to seek remedies to problems that are identified. Moreover, it

must be structured so that it is visible to patients, so that access to

patients is high, and the grievance process can be initiated without
elaborate or formal preparation. For the most part, the mechanism would

be used to achieve informal resolution of difficulties that arise in the
patient care process, but under some conditions more formal procedures

will be required. Such a grievance mechanism must include sufficient
involvement of consumers or consumer representatives to insure that it

does not simply deflect criticisms of problems. Moreover, procedures
should be developed to allow staff to initiate grievances concerning
failures and inadequacies of care in the program. Often staff are

familiar with problems and abuses but have no adequate way of communicating

their concerns.
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Most grievances can be handled informally with little cost. When
a complaint is first made it should be recorded, and some attempt made
to resolve it quickly through consultation with the parties involved.

When the grievance arises from real conflicts of interest or perspectives,
and after an explanation the patient wishes to pursue the issue, more
formalized procedures should exist for a hearing and an attempted
resolution of the grievance. Although 1t is not my purpose here, it
would not be difficult to specify the steps to follow in a grievance
mechanism from rapid and informal resolutions to more formalized proceed—
ings. The grievance mechanism could be adaptable to a wide variety of
problems related to ethical concerns, and by its very existence might
serve as a deterrent to at least some types of abuse. The existence of

a visible grievance procedure provides some leverage for the patient

in cases of abuses arising from the inequality of provider and patient.

As a regulatory approach, the grievance procedure offers opportunities
for sensitizing health professionals to patients®™ perceptions and concerns.
The existence of a viable grievance procedure itself probably acts as a
deterrent on some abuses by developing checks and balances when they
are absent — -vemuch like Institutional Review Boards in the research
area. Through the maintenance of records of complaints it becomes
possible to pinpoint troublesome areas of care and to initiate discussion
as to the ways problems can be remedied. Also, the existence of a serious
grievance process contributes to the consumer®s sense of trust that the
program is accountable. If the institutional group responsible for the
grievance procedure issued a report at varying intervals reviewing
problematic areas of care, this could serve as a vehicle for institutional

communication and greater awareness of the problems that exist.
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In implementing a grievance procedure, attention must be given to
the sponsorship of the procedure, the power of those administering the
procedures to seek solutions for problems that arise, the role of patient
and consumer representative members on hearing bodies, and the like.

It would probably be useful for the Commission to initiate a detailed
study on appropriate grievance procedures for medical settings and to
consider encouraging DHEW to sponsor experimental demonstrations in the

near future.

2. The Ombudsman

As institutional medical programs become more complex, the oppor—
tunities for breakdowns in communication and coordination and for
misunderstandings very much increase. Many of these problems can be
corrected if there is someone available who understands the context
and the types of problems that commonly develop and who can communicate
to the parties involved in the patient®s care. Many hospitals in the
United States have now instituted ombudsmen programs, although they
function more often to protect the institution®s image and public rela—
tions than to delve very deeply in serious violations of patients”®
rights. In most such programs the ombudsman has limited influence to
intervene when there are serious conflicts of interest, and the value
of such persons is largely to improve communication. If we can assume
the good will of most health care professionals- — ahkdbelieve we can—-
then the ombudsman, despite the limitations inherent in the role, provides
an opportunity to improve comunication and to prevent the escalation
of misunderstandings, and can assist patients in communicating their

needs to health care professionals. Like the grievance procedure, the
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ombudsman contributes to reducing the inequality in sophistication in
understanding the medical setting between patient and health professional
and provides an alternative to more inflexible rules and regulations.

The ombudsman role can be established so as to increase advocacy for
institutional change, and the ombudsman can be given the authority to
initiate grievance procedures when informal resolutions of problems

cannot be achieved.

3. Extrainstitutional Pressures on Health Care Programs

One way of creating pressures for conformity with certain ethical
standards is to state these standards as explicitly as possible in the
form of a statement of patients®™ rights and make these readily available
to patients. Thus, patients could receive written notice in the form
of a pamphlet or brochure that states their rights in experimental
situations, in therapy, in providing consent for surgical intervention
or organ donation, in providing autopsy permission, and so on. Although
the rules are unlikely to have much impact in and of themselves, they do
provide patients with a clearer indication of what they can expect and
provide leverage to outside consumer groups who wish to challenge existing
practices when they are in violation of stated ethical standards. 24

As Robert Levine (May 28) noted, the most important function of
meticulous and formal documentation of consent is "to reduce the civil
and/or criminal liability of the investigator and his institution,”

(p- 18) Because of the context in which consent is obtained it is less
likely to provide for the patient a record of documentation of his con—

tinuing rights in the research situation. Similarly, patients in service

situations often lack a clear notion of appropriate practices and have
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difficulty in evaluating their feelings of dissatisfaction. A clear
statement of standards in relation to frequently occurring situations,
such as surgical consent, autopsy consent, and research participation,
gives patients clear expectations and a realistic framework to evaluate
their experiences. A clear statement of standards also provides criteria
by which outside groups can document failure in institutional operations

or, if necessary, use as grounds for initiating litigation.

VII. Implementation

Throughout this discussion, | have been skeptical of the rule—making
process and the tendency to respond to each new problem with new regulations.
In addition to being a costly process it encourages skepticism and at
times contempt from those whose behavior the regulation is intended to
influence. Frequently, more modest efforts, better fitted to the realities
of organizational behavior, are more successful in achieving a sensitive
response to the needs and interests of patients and research subjects than
more specific rules and requirements for affirmation of conformity with
these rules.

Throughout the discussion | have indicated that the crux of the diffi—
culty is the inequalities between patients and providers, and that such
inequalities are greatest when the patient has no choice of providers.

This is often the case in particular DHEW programs, but true in the private
sector as well when geography or the nature of the programs results in
only one source of care.

Whatever the value of intervention, 1 see little possibility of
achieving effective regulation relevant to ethical behavior in programs

in which the government pays fee—for-serviceproviders for the provision
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of individual services as in the case of Medicare and Medicaid. However,
using the same logic as that of the Institutional Review Board, DHEW
could require that any program or institution receiving capacity—building
grants from DHEW or any direct service program within DHEW develop an
appropriate committee to establish and monitor a grievance procedure
for that program. Further, DHEW can establish general guidelines for
such a grievance procedure including such issues as access for patients,
membership composition, and authority structure. The requirements might
vary for institutions differing in size and complexity of operation,
but these and other matters would have to be examined iIn greater depth.
Such an Institutional Review Board might be directed from time to
time to monitor certain specified areas in which problems exist, although
such requirements must be relatively modest if they are not to result in
large institutional costs. Further, attention must be given to organiza-
tional entities that may be handicapped unfairly by additional administra—
tive burdens. For example, health maintenance organizations must compete
for enrollees in the same marketplace as fee-for-service practitioners
and private fee-for-service group practices. When federal requirements
apply to one party in a competitive situation and not to the other,
they result in giving unfair advantage to the unregulated groups, whatever
the original intent might have been. When, for example, as a matter of
policy the federal government is attempting to shift practice from a
fee—for-service pattern to a capitation pattern, additional requirements
on the capitation sector may work against the larger policy interest.
In summary, any further regulatory action recommended by the
Commission should be carefully considered in light of the costs of such

requirements. In my view, intervention should proceed along the lines
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suggested in this paper. However, | would like to see some period of
experimentation and experience with varying types of grievance pro—
cedures before attempting to impose them on the vast diversity of health
care programs in the United States. | think the Commission could do

a great deal to encourage DHEW to stimulate such experiments so as to
build a better basis for further protection of patients® rights. Through
such experimentation it will be possible to define minimal standards of
intervention as well as more ambitious possibilities, such as the use

of ombudsmen, that could be encouraged through grant programs.
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"(C) The Commission shall consider the appropriateness of applying
the principles and guidelines identified and devel oped under subparagraph
(A) to the delivery of health services to patients under prograns con-
ducted or supported by the Secretary."

This paper is addressed to the foregoing charge to the Conmi ssion
(hereafter referred to as Paragraph (C); the term "DHEW practice", wll
be used as a shorthand expression for "the delivery of health services to
patients under prograns conducted or supported by the Secretary.” It is
assunmed that the reader is either famliar with or has access to severa
unpubl i shed papers that were prepared for or by the Conmi ssion (1-8); these
will be cited frequently.

Since the Conmission has not conpleted its response to its charge under
section 202 (a) (1) (A) (Paragraph A), it: may be premature to consider the
appropriateness of applying the called for principles and guidelines de-
vel oped for research to DHEWpractice. This paper is based an the assunption
that the existing draft (6) of the response to paragraph (A) anticipates ac-
curately the substance of the Conmi ssion's final recomendations. A further
assunption is that the draft definitions of research and practice (7) are
those which will be contained in the Commission's final report. Thus, the
scope of this paper is confined to those activities nmeeting the Conmi ssion's
definition of practice which are either conducted or supported by the Sec-
retary

This paper first reviews the specific activities that seemed to cause
the congressional concern that |ed to the devel opment of paragraph (Q. O
the four specific activities mentioned in the legislative history (8), ac-
cording to the Commi ssion's definitions, one is research and two are inno-

vative therapy; these activities would be covered by the Conmi ssion's guide-
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lines even if the Commi ssion deternmined that its guidelines were not ap-
plicable to DHEWpractice. The fourth— thougteither research nor in-
novative therapy--does not perfectly fit the Commission' s definition of
practice; it is representative of a class of activities that | shall cal
"practice for the benefit of others".

Next, there will be a review of the basic ethical principles which
have been identified as those which shoul d underlie the conduct of bio-
medi cal and behavi oral research involving human subjects; it will be con-
cluded that the same principles are applicable to practice. Next, there
will be a detailed examination of the "ethical nornms for the conduct of
research” that have been identified by the Commission. It is assumed that
the six nornms and the discussion of the inplenentation procedures will
formthe basis of the Conmission's recommendations of guidelines which
shoul d be foll owed to assure that research i s conducted in accordance with
t he basic ethical principles. The norns and inplenentation procedures were
devel oped for research and are based upon sone attributes that are peculiar
to research and not characteristic of nost practice. However, it will be
suggested that parts of either the same norms or some anal agous norns and
procedures mght be appropriate for practice. There are four procedures
that derive fromthese norms which are not appropriate for nobst practice:
1) Aneticulous description of the proposed activity in the formof a
protocol; 2) Reviewby an Institutional ReviewBoard (IRB) prior to the
initiationof the activity, 3) Ahigh degree of formality in docunenting
the negotiations for inforned consent; and 4) The devel opnent of a "no-
faul t" conmpensation systemfor harnmed subjects. 1In general, the attributes

of research that provide the rationale for these procedures do not obtain
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inpractice. However, there is a category of activity that is conmonly con-
sidered practice--although it does not conformliterally to the Comm ssion's
definition of practice--which shares with research generally those attributes
that justify the four special procedures. This class of activities is char-
acterized by the fact that a person (patient) is called upon to do sonething
(assune either risk or inconvenience) at least in part for the benefit of
an other or others. | shall suggest that this class (practice for the
benefit of others) includes sone activities to which the four procedures
designed especially for research mght appropriately be applied.

Finally, there are some general comments on the perils of over-
regul ati on of DHEWpractice.

Leqgi sl ative history

In order to understand what caused Congress to incorporate Paragraph
(O inthe Commission's mandate, it is necessary to examine the specific
cases that were brought to its attention to suggest its necessity. The two
specific cases that seeminstrunental in the devel opment of this paragraph
are: sterilization of the Relf sisters and use of Depo-Provera for un-
approved purposes (8, at pp. 26-28). Two additional cases were presented
to Congress that are germane to this discussion; however, in the legislative
history, they are not linked specifically to Paragraph (C) (8, at p. 3).
These are the Tuskegee syphilis study and the use of Diethylstilbestero
(DES) on col | ege canpuses.

Let us now exam ne each of these four activities in sone detail

1) The Tuskegee syphilis study (9): By no stretch of the imagination

can this study be referred to as a health service conducted by DHEW This



activity was research and, as such, would be covered by the guidelines
to be reconmended by the Conmission even if there were no Paragraph (C).
The specific objectionable conmponent of this activity--the deliberate

wi t hhol di ng of chenpt herapy--was done not for the purpose of benefiting
the patients but rather for the purpose of devel oping generalizable
know edge about the natural history of the disease.

2) Depo-Provera: Provera is a brand name for medroxyprogesterone

acetate--a synthetic derivative of the naturally occurring female sex
hornmone, progesterone. At the time of the debates in Congress, Provera

was approved by the FDA for the treatnment of various types of menstrual
irregularities. Depo-Provera is the brand nane given to an injectable
formof the drug; the main advantage of the injectable formis that it has

a very long duration of action. At the time of the Congressional hearings,
Depo- Provera was approved by the FDA for the treatment of cancer of the
uterus and for endonetriosis (abnormal growth of the lining of the uterus
outside of the uterus), |Its use at that tine as a long-acting contra-
ceptive for fermales was classified by the FDA as investigational and was

bei ng conducted under a Notice of Claimed Investigational Exenption for a
New Drug (IND) (10, at pp. 42-44). During the hearings (10, at p. 56 et seq)
it was stated that Depo-Provera was being adninistered as a contraceptive to
wonen in the Family Planning Clinic of the Cunberland County Heal th Depart nment
in Tennessee; allegedly it was being adm nistered w thout having first secured
informed consent fromits recipients. It was further alleged that the only

alternatives offered for contraception were intrauterine devices (1UDs) and
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sterilization, The fact that the use of Depo-Provera as a contraceptive
was highly controversial is reflected in the extensive hearings. As of
May, 1976, the controversy remains to be resol ved

There are two nain points to be nade about this case. The first is
that the adm nistration of Depo-Provera as a contraceptive was at the tine
classified as investigational by the FDA.  This type of activity clearly
falls in the category that the Commission has identified as innovative
therapy (7). Such activities should be conducted in accord with the
standards of research to the extent that such standards do not subvert
t he therapeutic purpose. Parenthetically, the fact was brought out during
the hearings that the manufacturer had prepared consent fornms which had not
been used.

A second point that should be nade about this case is that the range
of alternatives allegedly offered to these wonen was nuch snaller than
that generally available. Thus, in addition to Depo-Provera, |UDs and
sterilization, nost wonen have available to them oral contraceptives, dia-
phragms, and so on. This issue is discussed further subsequently (cf, Ethica
norm nunber 4).

3) DES: DES is the common designation given to a drug named Diethyl -
stilbesterol, a synthetic chemical having all of the known effects of the
natural [y occurring female sex hornone, estrogen. At the tinme of the Con-
gressional hearings, DES was approved by the FDA for quite a variety of uses
However, the use in question was not only not approved by the FDA, there was
not even an IND on file (10, at pp. 44-49). The use in question was as a
post-coital contraceptive; commonly referred to as the "norning after pill™.

By the tine of the hearings it was denmonstrated to the satisfaction of al



concerned--including the Qbstetrics and Gynecol ogy Advi sory Conmittee

to the FDA--that DES was highly effective as a post-coital contraceptive
when admini stered in a sufficient dose for 5 days beginningwithin 72
hours of " exposure". However, concern was expressed as to what shoul d

be done in the rare cases in which DES failed and pregnancy ensued.

Thi s concern was | argely based upon anxieties that most scientific
experts assert are irrelevant to the use of DES as a post-coital contra-
ceptive (11). Inparticular, inthe 1940s and 1950s, DES was admi ni stered
to many women during pregnancy for purposes of reducing the risk of spon-
taneous miscarriage. Years later it was found that the female of fspring
of such women had a relatively high incidence of a very rare nalignant
tunor of the vagina. Inthis caseit is said that the incidence was re-
latively high only in conparison with the natural incidence of the tunor;
the incidence in associationw th DES admnistration is no greater than
0.4 per cent. There is no cause to question that the increased incidence
of this tumor was due to admi nistration of DES. However, the association
is wth prolonged adm nistration of the drug in | owdoses for purposes of
sust ai ni ng pregnancy; further, the drug was adm ni stered during that period
of pregnancy during which organs such as the vagina are forming. This is
avery different thing than adm nistration of a very much hi gher dose, 1ong
before organs are forming, for purposes of preventing pregnancy. Thereis
strong evi dence devel oped fromstudi es done on | aboratory aninals that ad-
mnistration of DES in the very early stages of pregnancy does not lead to
the devel opnent of nmalignent tunors in the progeny (11). Yet, it is sug-
gested that one way in which a human fetus might be danaged owing to failure

of DES as a post-coital contraceptive is that the woman m ght al ready have

2—6



been pregnant at the time of the "exposure" for which she is being treated
and the fetus might be at a stage of devel opment during which it nmight be
vul nerabl e; while this seems theoretically possible, no such case has been
reported.

As of 1976, the issue remains highly controversial (11). There is no
way to assess the perils to the fetus of DES administered as a post-coital
contraceptive in humans. The main reason for this is that its use is al-
most never followed by a live birth (11). In an analysis of 10,500 cases
in which DES was used as a post-coital contraceptive, there were only 42
pregnanci es; of these only 4 appeared to be due to failure of properly
conduct ed t herapy.

Because there is theoretical uncertainty as to whether failure of DES
administered as a post-coital contraceptive mght result in a damaged fetus,
it is customary to recomend that if DES fails and the woman subsequently
proves to be pregnant, she should have an abortion. Since alnmost every
wonman in whomDES has failed has had an abortion, there is nearly no popu-
lation to study to see if it has been harned.

The issue remains highly controversial. The controversy notwth-
standing, the main point to be made about this case is that the status
of DES shoul d have been "innovative therapy" as it was for Depo-Provera
and the closing statements made for the latter drug are equally applicable
here. A secondary point is that the use of DES that was called to the
attention of Congress was not in DHEWpractice; rather it was in private

practice, particularly on college canpuses.
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4) Sterilization of the Relf Sisters: O the four specific cases,

this is the only one that does not conformto the Conmi ssion's definitions
of either research or innovative therapy. It seens unnecessary to re-
count here the facts of this very fanous case. But briefly, two nentally
retardedchildren--ages 12 and 14--weresurgically sterilized in ahospital
under the direction of the Family Planning Cinic of the Montgormery (Al abana)
Community Action Conmittee, an OEO funded project (10, at p. 1496 et seq).
The authorization to proceed with the operation that was obtained fromtheir
illiterate nother was questioned by her attorney: She"put her mark on what
we | ater | earned was an authorization for surgical sterilization."™ O his-
torical interest is the fact that prior to the surgery the girls were treated
Wi th contraceptive injections--presunmabl yDepo-Provera. This linktothis
case probably accounts for the fact that Depo- Proverawas nenti oned speci -
fically in the discussion |eadingto Paragraph (C).

The very special contingencies of this case and the class of procedures
of which it isrepresentative remainto beresolved (12). Shortly, after
this case was di scussed in Congress, regulations to cover such procedures

were published inthe Federal Register (February 6, 1974). Shortly there-

after, the regul ations were challenged incourt (Relf v. Winberger, 372

F. Supp. 1196 (1974)); the judge rul ed agai nst aut hori zing federal funds
for sterilization procedures unless the personal consent of the patient

was secured. Subsequently devel oped regul ations (13) which are applicable
to prograns or projects for health services which are supported i nwhole or

inpart by federal financial assistance, make no provision for the sterili-



zation of individuals who are incapable of personally giving "legally effective
i nfornmed consent". Thus, according to current federal regulation, the cir-
cunstances of the Relf case should not be repeated; there is no authorization
for DHEWfunds to sterilize minors or others who are |egally inconpetent

to consent (14).

The nain point to be nade about this case is that it would not be
covered by guidelines devel oped under Paragraph (A) if these guidelines were
to be applied only to activities nmeeting the Commi ssion's definitions of
research and innovative therapy. It is representative of a class of acti-
vities for which I shall recommend procedures sinmlar to those devel oped for
resear ch.

Fundanental ethical principles

In the draft of its response to paragraph (A), the Conm ssion has

identified three fundamental ethical principles which should underlie the
conduct of bionedical and behavioral research (6). These are: respect for
persons, justice, and beneficence. It is made clear that these three funda-
mental principles--which are consonant with the major traditions of Western
ethical, political, and theol ogical thought represented in the pluralistic
society of the United States--relate to human relations in general rather
than to the particular problenms of bionedical and behavioral research. Thus,
these principles should underlie--anmng many other human activities--the
practice of medicine.

The nature of the relevance of these fundanental ethical principles to
the conduct of biomedical and behavioral research on human subjects can best

be expl ai ned by considering the specific norms governing the conduct of such



research. In the next section we shall concider indetail each of the
six norns specified in the Conmission's draft. As we exanine these
norms, it should be kept clearly in mnd that they were devel oped to
meet the needs of a class of activities that the Comm ssion has defined
as research. Ineach case it is necessary to consider carefully what
specific attributes of research provide the rationale for the devel opnent
of the norm In sone circunmstances we find that research shares with
practice those specific attributes whichcall for the devel opment of
these norms while in other cases it does not. Activities which do not
share with research those attributes that provide the rationale for the
devel opnent of these norms shoul d not have gui del i nes derived fromthese
norms applied to their conduct.

As observed in the draft (6, at p. 10), neeting the expectations
called for under several of the ethical norns requires a bal anci ng-of f
of considerations arising fromtw or nore of the fundamental underlying
principles. The feature of research that presents the greatest probl ens
inthisregardis that in the course of its conduct, the subject is
comonl y cal | ed upon to assume ri sk or inconvenience (4, at pp. 8-11)
on behal f of others. As we examnine the definitions of research and practice
drafted by the Commi ssion (7), the distinctionthat is nost relevant to
t hese considerations is containedinthe follow ng phrases: "Research...re-
fers to aclass of activities designed to devel op or contribute to generali -
zabl e know edge..." while "...practice...refers to aclass of activities de-
signed solely to enhance the well-being of an individual." Thus, when one

asks a person to becone a research subject, one asks that person to do sone-
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thing that is designed at least in part and, at tines, exclusively to

bring benefit to others; ie, to contribute to the devel opnent of generali-

zabl e knowl edge. On the other hand, in the conduct of practice, the person
(patient) ordinarily applies to the professional to have something done for

him As we shall see, there is a class of activities conmonly called practice--
al though it does not conformliterally to the Conmission's definition of
practice--in which persons are called upon to do something at |east in part

for the benefit of another or others.

As we exami ne the six specific ethical norns, the fact that this class
of practice activities has nuch in common with research will first becone
apparent in consideration of ethical normnunber 3. In particular, this
class of practice activities presents all concerned with the conplex "harm
benefit™ anal yses characteristic of research presenting known or unknown
ri sks of physical or psychol ogi cal harmwhich are virtually never encoun-
tered in practice activities other than those contained inthis class. There
are other simlarities between this class of activities and research which
will be specified. |Ingeneral, it nay be said that if any of the guidelines
devel oped by the Conmmi ssion in response to Paragraph (A) are applicable to
DHEW practice, the practice activities to which they mght be applied nay
be found in this class of activities.

Practice for the benefit of others: | shall nowdefine this category

of practice and provi de exanples of some activities that may be found within
it. Practice for the benefit of others refers to a class of activities which

does not conformliterally to the Conmission's draft definition of practice;

it departs fromthis definitiononly inthat it is not "...designedsolely to

enhance the wel | -being of an individual." However, it does neet "...the cus-

tomary standard for routine and accepted practice..."” nanely "...areasonable
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expectation of success.™ Thus, it does not conformto the draft de-
finitions of either research or innovative therapy.

Wi le the activities conducted in this category may bring direct
health-rel ated benefit to the patient, this is not necessarily the case.
For exanple, one activity in this class--the donation of an organ (eg,
ki dney) or tissue (eg, blood)--brings no direct health benefit to the
donor. In the exanple just cited, the beneficiary is a single other person

who may or may not be related to the " patient™. In sone cases, the bene-
ficiary may be society generally as well as the individual patient (eg,
vaccination) while in others the only beneficiary may be society (eg,
quarantine). In sone cases, individuals are called upon to undergo psy-
chosurgery, behavior nodification, psychotherapy, or psychochenotherapy

so as to be less potentially harnful to others; this is a particular pro-
bl emwhen the individual is offered the "free choice" between the "sick-
role" and the "crimnal-role"™. In sone cases the beneficiaries may include
succeedi ng generations as when patients are called upon to undergo sterili-
zation because they are considered either genetically defective or other-
W se inconpetent to be parents; the problems inthis area are illustrated
in the discussion of the Relf case. |In some cases, one beneficiary of
therapy may be an institution and there nmay be serious disputes over the

extent to which the purpose of therapy is to benefit the "patient™ or to
provi de admi nistrative convenience totheinstitution;, eg, heavy tranquilli
zation of disruptive patients inanmental institution, treatnent of hyper-

kinetic school-children with various stimulant and depressive drugs, and so
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on.

This is not meant to be an exhaustive list; rather, it illustrates
the class of activities for which it mght be considered appropriate to
apply to DHEW practice sone of the guidelines developed in response to
Paragraph (A).

Ethical norms and inplenentation procedures

Let us now consider each of the six norms for the conduct of research
described in the draft paper on identification of ethical principles (6,
at pp. 10-20). These norms will formthe basis for the Commission's re-
conmendati ons of guidelines to assure that research is conducted in accord
with the identified basic ethical principles. The necessity for some pro-
cedural requirements is self-evident in the discussion of some of the normns.
In addition, in the Commssion's draft, there is a discussion of inple-
mentation of the principles (6, at pp. 21-26). This discussion identifies
as the major "accountability structure" available to assure inplenentation
of the principles the Institutional Review Board (IRB). As we exam ne each
of the six norms, we shall consider: 1) Is this normrelevant to the
practice of nedicine? 2) Mght any anal ogous nornms be stated for the
practice of medicine? 3) Are the accountability structures presently
available in the practice of nedicine sufficient to assure inplenentation
of the norns relevant to the practice of medicine?

1) There shoul d be good research design; the experiments should be
based on adequate |aboratory and aninmal experinmentation or other scienti-
fically established fact.

There is no perfect analogy to this normin the practice of medicine.



Yet, sonething of an anal ogy may be found in the Commi ssion's draft

paper on the boundaries between bi onedi cal and behavi oral research and
accepted and routine practice (7, at p. 1): "Thecustomary standard

for routine and accepted practice is a reasonabl e expectation of success."”
The reasonabl e expectation of success standard is devel oped through t hat
has been previously terned the social devices which assign such desi g-
nations as accepted, approved, safe and effective, and soon (1, at p.

11 et seq). Theresponsibility for assigning such designations rests

with the FDA for drugs and devices, and with various professional socie-
ties and hospital nedical practice conmttees for various other procedures.

2) The investigators should be conpetent to do the research. By

anal ogy, the health care professionals who undertake to deliver health ser-
vi ces shoul d be conpetent to do so. Certification and |icensure inthe
various health professions is the responsibility of state governments.

The granting of privileges to conduct various specializedprocedures
withinaninstitutionis theresponsibility of appropriate conmittees
withinthe institution; eg, medical practice commttees, credentials
committees, and soon (7, at pp. 3-4).

3) Under the heading, identificationof consequences, there are

cited passages fromthe Nurenmberg code, Declaration of Hel sinki, and
DHEWTr egul ati ons whi ch have to do with the inmportance of wei ghing the

ri sk of harmagainst the probability of benefit. The nost problenatic
aspect of such calculations is that the risk of physical or psychol ogi cal

harmis ordinarily borne by the individual research subject while the benefits
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may redound exclusively or at least in part to others. The prospective
subject is alnost never able to nake his decision based upon a purely
personal felicific calculus dealing only with the probability and nag-
nitude of direct health-related harns as bal anced against the probability
and magni tude of direct health-related benefits. In recognition of the
fact that the prospective subject is being asked to do sonething for others,
he is occasionally offered economc benefits (to pay hint for his time),deri-
vative psychosocial benefits (to appeal to his altruismy, and so on (2, at
pp. 39-43), This presents further problens as reflected, for exanple, in
the long debates as to the boundaries between appropriate remuneration and
undue inducerment (4, at pp. 41-43).

In the practice of nedicine such problens are al nost never seen. Al -
nost all decisions may be based upon a personal felicific calculus. The
patient decides how nuch statistical risk of physical or psychol ogical harm
he wi Il assune for a given statistically-based expectation of physical or
psychol ogi cal benefit. Economic factors are even |ess an i ssue DHEW practice
than in privately financed practice; the patient's choice need not be based
on the expense he mght have to bear

Exceptions to these distinctions between practice and research may be
found in the category of activities identified as practice for the benefit
of others. In this category we tend to find the nore conpl ex "harnt benefit"
anal yses characteristic of research. It is these nmore conplex anal yses that

create the necessity for "...a balancing-off of considerations arising from
two or nore of the fundanental ethical principles.” In the context of re-
search, akey sole in the balancing process is assigned to the IRB. | shall

suggest that sinmilar--thoughnot identical--accountability structures should
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revi ewproposed activities classified as practice for the benefit of others.
Their responsibilities will include assessnent of harms and benefits of an
activity fromthe perspectives of patients, beneficiaries and the public

to assure that the rights and wel fare of each are given due consideration

4) Research subjects should be selected so that the "...benefits and

burdens of research shoul d not be distributed inequitably anmong different

i ndi vidual s or groups of people: i.e., that there should be equitable
treatment of different individuals or groups, inrespect both of oppor-
tunities and of protection.™ In considerations of delivery of health
services, while one is ordinarily more concerned with just distribution

of benefits than of burdens, the same principles of justice obtain. In
general, all consequential medical decisions are made according to the
principle, to each according to his essential need. This is particularly
true in publicly funded delivery systens in which the personal finances

of the individual patient are irrelevant. The special problenms associated
with allocation of scarce medical resources are probably beyond the scope
of this discussion. | have previously surveyed the views of Ramsey, Qutka,
The Artificial Heart Assessnent Panel of the National Heart and Lung In-
stitute, and others, onthis issue (4, at pp. 52-54).

Anot her problemthat relates to distribution of benefits was il-
lustrated in the discussion of the hearings on Depo-Provera (supra). That
is, the range of alternative treatments made available to patients in DHEW
practice may be smaller than that generally available. In some cases this
may be appropriate while in others it may not. For exanple, while it nmay

be appropriate to deprive DHLWpatients of non-validated therapies, it seens
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unlikely that one could justify the alleged limtationin the range of
alternatives offered to Depo-Provera. | anticipate no recommendation in
response to Paragraph (A) that woul d address this problem the problemis
peculiar to practice, not research. And yet it is a problemthat the

Commi ssion might wish to consider. There is a possibility that excessively
rigid interpretation of policies on the conduct and validation of innovative
therapy might be peculiarly harnful to patients in DHEWpractice (cf, Perils

of over-regul ation).

5) Research shoul d not proceed wi thout the informed consent of the
subject. In a previous paper (3, at pp. 40-43) a discussion was presented
of various views as to whether the negotiations for informed consent to the
i nvestigator-subject relationship should nmeet different standards than those
for the physician-patient (or any anal ogous professional -client) relation-
ship. | have found no reason to depart fromthe concl usion reached in that
paper :

"...Patients (or other clients of professionals) are entitled to the
same degree of thoroughness of negotiations for informed consent as are
subj ects. However, ...the patient (client) should, in general, be allowed
nmore freedomthan the subject to relinquish this entitlenent. In other
words, patients nmay be offered the opportunity to del egate deci si on-making
authority to a physician while subjects (of any experiment bearing any con-
sequential possibility of harm should rarely be offered this option. The
most inportant distinction between the negotiations for informed consent in
the two contexts (research and innovative therapy as opposed to practice)
is that the prospective subject nmust be informed--that he will be at |east
in part a nmeans and perhaps only a nmeans to another end."

In the category of "practice for the benefit of others”, since the
specified distinction between practice and research is absent, there is

no remaining rationale for the offer to del egate decision-making authority.
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Thus, the standards for the negotiations should be identical

An earlier paper detailed the various functions of informed con-
sent (4, at pp. 2-4) and discussed extensively the functions of docu-
mentation of the fact that informed consent had been negotiated (4, at
pp. 52 et seq). Aclear distinction must be nade between the functions
of negotiation and those of documentation. The nost inportant function
of meticulous and formal docunentation of the negotiations and a reten-
tion of this docunent by the investigator is to serve only one of the
seven specified purposes for the negotiations; viz, "toreduce the civil
and/or crimnal liability of the investigator and his institution." To
the extent that such protection of the physician and the institution is
necessary in DHEWpractice, it will be necessary to document the negot -
iations for informed consent. However, it nust be clearly understood
that we are now di scussing protection of DHEWand its agents--not of the
patients whomthey serve. As noted earlier, (4, at pp. 76-77):

"...the debates as to whether consent for nedical practice procedures
shoul d be nore or less elaborate than those for research procedures notwith-
standing, in 1975, docunentation of the negotiations for consent (for
practice) is customarily much less formal than it is when sinilar procedures
are done for research purposes.”

Anot her purpose of committing to witing the information provided to
the prospective subject during the negotiations for informed consent is to
provi de a durable reference which the subject may consult for information
that is of value to him Thus, for exanple, (4, at p. 16): "In sonme cases

the prospective subject will be called upon to assune responsibility for

mnimzing the chance of harm He will be asked to performcertain functions
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during the course of the research to acconplish this objective." 1In such
cases the docunentation is clearly in the interests of the subject. It
is customary nedical practice to provide patients with witten accounts
of procedures they should followto serve their own interests. Thus,
patients are commonly provided with witten instructions as to how they
m ght prepare thenselves for a radiol ogical examination, how they m ght
collect a urine specinmen, conplex schedul es for self-administration of
medi cations, descriptions of therapeutic diets, and so on. This sort of

i nform ng, however, is not generally viewed by the physician as part of

the process of negotiating informed consent topractice

6) Adequate provisions shoul d be made to conpensate subjects for

injuries suffered in the course of research, The basis for stating this
as anormis:

"In so far as subjects take part in research that is not directed to-
ward their immediate benefit, considerations of justice require that they
shoul d be conpensated for injuries suffered in the course of that research
and the provision of this conpensation should not be made contingent on any
proof of cul pabl e negligence by the investigator...such compensation should
be available...on a 'no-fault' basis...".

In an earlier paper (3, at pp. 47-51) | discussed at |ength nmy seasons

for strongly supporting this concept. However, in the context of the practice
of medicine the rationale for this norm™...not directed toward their inmediate
benefit..." does not obtain except in the category of practice for the benefit
of others. In this category it mght be appropriate to develop a simlar

systemof "no fault" conpensation for injury. O interest inthis regard
is the recent report of the International Conference on the Role of the In-
di vidual and the Community in the Research, Devel opment and Use of Biol ogicals

(15):
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"The basis of plans currently operating in six countries for com

pensating victinms of injuries frominmunization which is obligatory or
recommended by health authorities is redress for having rendered benefit

to the community by participating in a vaccination programe." ..."The

view was strongly expressed that conpensation of persons injured as the
result of participation in field trials (of vaccines) was as inportant

as compensation for injury fromlicensed products and such systens should
be expanded to include research subjects.”

Further, in the appended "criteria for guidelines" the report states:

"A National and international bodies in recognizing the specia
characteristics of biologicals research, development and use should take
into account:"

"3. Social and legislative action to be taken to provide for the
needs of subjects in biologicals research and recipients of biologicals
in general use who suffer disabling adverse effects.” (enphasis added).

This strong call for conpensation of persons harmed by administration
of "licensed vaccines" (analogous to accepted or approved) is based upon
the recognition that vaccination is in the public interest as well as in
the interest of the individual. Thus, it is analogous to the rationale
for the Commission's recomendation for conpensation of injured research

subj ect s.

Procedures for inplenmentation of the principles

There are four procedures for inplenentation of the ethical principles
in the context of research which are not appropriate for nmost practice:
1) A meticulous description of the proposed activity in the formof a pro-
tocol; 2) Reviewby an IRBprior to the initiation of the activities; 3)
A high degree of formality in docunenting the negotiations for inforned
consent; and 4) The devel opment of a "no-fault”™ system of conpensation
for harmed subjects. In general, the attributes of research that provide
the rationale for these procedures do not obtain in practice. Therefore,

t hese procedures should not be recommended for the vast ngjority of acti-

vities in DHEW practice. In the category defined as "practice for the
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benefit of others" the attributes that justify these procedures do exi st,
Therefore, either these or anal ogous procedures should be applied to this
category of DHEW practi ce.

The key accountability structure in the context of research is thelRB.

Its purposes and structure have been discussed extensively in an earlier
paper (5). The IRB is designed specifically toreviewactivities classi-
fied as research including innovative therapy. The nmenbership of the IRB
is selected so as to provide the expertise necessary to neet these purposes.
The accountability structure designed to reviewpractice for the benefit of
others will have sone but not all the duties of the IRB; accordingly, its
menber ship shoul d be different.

The duties of the IRB include reviewof proposed research to assure
that the issues discussed under each of the six ethical nornms are dealt
with properly. In the preceding sectionit was pointed out that in the
context of practice, there nowexist adequate accountability structures
to deal with the issues discussed under the first two ethical norns. Thus,
the accountability structures designed for DHEWpractice will not need the
scientific expertise required by the IRB. The issues they nust deal with
under ethical norms 3-5 require primarily a high degree of skill and
authority in representing the attitudes and interests of the involved
communities and institutions as well as legal and nedical expertise. They
shoul d be desi gned accordingly.

Some accountability structures now exist for DHEW practice. Any at-
tenpt on ny part to list the structures and to analyze the extent to which

they satisfy the requirenents identified in this paper woul d necessarily



be inconplete. Therefore, | suggest that these considerations be nade
part of the agenda of the Colloquiumon Paragraph (C) planned by the
Comm ssion for June 17-19, 1976.

Meti cul ous description of a proposed activity in the formof a pro-
tocol obviously is necessary to allowreviewby the accountability structure.
The design of these protocols shoul d be anal ogous to those in which research
is described for IRBreview (5, at pp. 22-27). The necessity for different
sorts of information should be self-evident fromthe discussion under each
of the ethical norns. It should be enphasized that these protocols do not
describe the practice of a physician; this would be nearly inpossible.
Rather, they describe procedures that will be conducted by a physician in
the context of practice for the benefit of others.

The purposes of formal docunentation of informed consent were dis-

cussed in the preceding section. 1In the specific context of practice for
the benefit of others one additional purpose is to develop a plan for the
negotiations and to comit it to witing so that it can be reviewed by
the accountability structure. This purpose is clearly anal ogous to the
research context.

In considerations of the devel opment of systems of "no-fault"™ conpen-
sation, sone difficulties will be encountered. It will be easy to justify
the devel opnent of such conpensation systems for sone activities classified
as practice for the benefit of others. For example, in the case exenplified

by immuni zations which are either ...obligatory or reconmended by heal th

authorities..." conpensation is easily justified. Simlarly, persons shoul d
be conpensated for harm produced inthe course of conmpul sory sterilization

and so on. At the other end of the spectrumare voluntary activities done
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for the benefit of soneone close to the " patient™; eg, donation of a
kidney to a sibling. Here the justificationfor conpensation seens
weakest. The nost difficult problens will be presented by those
activities inwhich there is serious dispute as to whether the institution
or the patient is the chief beneficiary. The problenms encountered in naking
these decisions will be sinmilar to those presented by determ ning what a
fair conpensation systemm ght be for harmincurred in the course of vali-
dating i nnovative therapy.

Ext ensi on of the guidelines devel oped in response to Paragraph (A)
to DHEWpractice in the category defined as "practice for the benefit of
ot hers" seens to ne to be responsive to the congressional concerns that
I ed to the devel opnent of Paragraph (C). Inparticular, such extension
woul d be responsive to the concerns expressed inrelationto the sterili-
zation of the Relf sisters. M chief concernis that such extension of
the guidelines mght lead to the devel opment of overly bureaucratic ac-
countability structures and needl ess diversion of the energies of DHEW-
practitioners to trivial admnistrative responsibilities (cf, Perils of
over regulation). In the context of research, the Commrission's draft
points out (6, at pp. 23- 24) that the accountability structures should
not be perceived as "enforcenment agenci es", intended to interpose fresh
obstacl es between the investigator and the fulfillment of his research
project. The investigator can use the reviewmnmachinery quite as nuch to
clarify his own nmind as he does to anticipate and avoid censure. Further,
it should be one of the tasks of the IRBto identify specific research

projects which can, forexanple, properly be exenpted fromcertain formal
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requirements. | suggest that the sane conceptualization applies to the
accountability structures proposed for DHEWpractice. Thus, for exanple,
little time should be spent review ng protocols and consent forns for
plans to recruit bl ood donors.

Anot her concern expressed by Congress is that DHEW patients m ght
be exposed inappropriately to procedures that ought to be considered
"experimental". This concern was devel oped particularly in the discussions
of DES and Depo-Provera. The very same concerns have been addressed by
the Commi ssion in consideration of the boundaries between research and
practice generally (7, at pp. 3-4). One of the key concerns is that the
present accountability systemis highly dependent upon the individual pro-
fessional to identify his activity as research; if he so identifies it,
he wi Il then proceed to prepare a protocol and submt it to an IRB for
reviewprior to initiation of the activity. However, there are corrective
devices inthe existing institutional structure. Thus, (7, at pp. 3-4):

"...if others in the institution or community in which the practice
is being applied consider either that it is research (despite the pract-
itioner's intent or belief) or that it is a formof practice which is not

sufficiently validated (either by scientific inquiry or by common practice)
then it nmust be reviewed by the commttee whose responsibility it is to

monitor practice in the discipline involved. |In nedical practice, this
function is the responsibility of the hospital board, the tissue and
medi cal practice commttees, and professional societies. It is the function

and the clear duty of these bodies to identify significant deviations...and
either to restrict their use, or torequire that they be applied only in
the context of properly designed research and under the supervision of an
| RB. "

In an earlier paper (5, at pp. 45-48), there is a discussion of sone
of the formal and informal mechanisns that exist in university hospitals
whi ch detect significant departures fromroutine and accepted practices.

Not all of these exist inall institutions engaged in DHEW practice. How-
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ever, innost such institutions there exist nedical practice commttees,
medi cal boards, tissue conmittees, various commttees for specialized
functions such as use of radi oi sotopes, pharnmacy conmittees, utilization
conm ttees, and so on. DHEWpractice is under the jurisdiction of PSRO
Further, the opportunity for informal surveillance by physicians, nurses,
and ot her heal th professionals should be about the sane as it is innon
DHEW pr acti ce.

There remai ns one additional concern. That is, that patients in
DHEW practi ce mi ght be excessively enpl oyed as research subjects ow ng
to their admnistrative availability. | have previously suggested gui de-
lines to mnimze the probability of such inappropriate exploitation (4,
at pp. 44-47).

Sonme perils of overreqgul ati on

| wi sh to enphasize that my suggestions for extension of guidelines
devel oped under paragraph (A) to DHEW practicerepresent the maxi mumex-
tensi ons that shoul d be considered. It is quite possible that we shall
| earn at the June Col | oquiumthat some of the proposed newaccountability
structures either already exist or, for other reasons, wll be unnecessary.
Inthis section there will be some remarks on some of the perils of over-
regul ation. By over regulation | mean the devel opment of regul ations which
require people (eg, physicians, investigators, admnistrators) toperform
meani ngl ess tasks.  The performance of these tasks not only does not ac-
conplish the purposes of the regulation, it causes the performers to | ose
respect for good regulations (16). |In a previous paper (3, at pp. 75-77)

an exanpl e of an unnecessary and, infact, counterproductive regulationis
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di scussed; ie the NIHrequirement for full documentation of inforned con-
sent to retain for research purposes an organ or fragnent thereof renoved
at either autopsy or surgery--even when the procedures thenselves are done
in accord with usual and customary medical practice.

Inthis section | shall first comrent on the general perils of over-
regul ation drawing on the experience of investigators in relation to
exi sting regul ati ons governing research on human subjects. Then | shal
focus on some specific problens associated with the conduct of innovative
therapy and how they are likely to be nore severely experienced in DHEW
practice than in practice generally.

Bi omedi cal and behavi oral researchers who nust now submit their
activities in protocol formto IRBs for review are becom ng increasingly
vocal in their protests about the increasing bureaucracy and requirenents
for full documentation of the nmeasures they enploy to safeguard the rights
and wel fare of subjects. The problens have been stated with particular
el oquence by Ingel finger (16), Cowan (17), Visscher (18), Baunrind (19),
Wardel | and Lasagna (20). It is suggested, for exanple, that the physician
imrersed in a profusion of uninportant detail will lose sight of, and res-
pect for the inportant issues; that the entire systemfor safeguarding the
rights and welfare of subjects may coll apse under the sheer weight of the
bureaucracy; and that the local credibility of the IRB may be eroded in
the process of attenpting to inplenent regul ati ons which even | RB nenbers
do not respect. It is further suggested that bionedical and behavioral
researchers are beginning to get discouraged. Some are abandoning research

on humans to concentrate on animal research, in vitro research, or practice

There is growing concern that we are "exporting” some sorts of research;
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for exanple, early phase drug devel opnent increasingly is being done
abroad and there is sone concern that other countries may begin to
think that the United States is using the rest of the world as its re-
sear ch subj ect popul ation

| do not know what notivates a physician who wishes only to practice--
not conduct research--to work in a DHEWconducted or supported program |
assume it is difficult to recruit physicians to some DHEWpositions. |f
it were not, Congress would not now be considering |egislation designed
to commit medical school graduates to service in the National Health Ser-
vice Corps in exchange for subsidization of their medical education (21).
Thus, it seems nost unwise at this point to devel op any regul ati ons that
m ght be consi dered negative incentives to National Health Service
particularly in the absence of clear evidence that they would provide
significant safeguards of the rights and wel fare of DHEW patients.

Senat or Kennedy introduced an appropriate note of caution in the
hearings | eading to the devel opnent of paragraph (Q (8, at p. 27):

"But after this experience dealing with the sterilization we added
the service prograns, but inalimted fashion. The phrase that we use
is "whenever feasible and where appropriate". W want the Secretary to
| ook very closely at prograns like this, but we obviously need to exclude
the great majority of other HEWservice prograns fromthese provisions."

As noted earlier, the fact that in response to paragraph (A) the
Commi ssion will recommend that innovative therapy be conducted in the
context of research designed for its validationwill contribute inpor-
tantly to protecting the rights and wel fare of patients. However, it should
be recogni zed that if the guidelines are applied rigidly, they may also harm

the interests of patients. Evidence for this may be found in our recent ex-
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perience with drugs where the class of innovative therapy is defined
sharply through regulation (infra). |If the existing drug nodel is to
be applied to other activities classified as innovative therapy, we can
expect to see extensions of the same sorts of harns to the interests of
patients. These harms are likely to be manifest nore severely in DHEW
practice than in the private sector.

In an earlier paper (1, at pp. 11-12) | indicated cases in whichin the
" experience" of the practicing community a drug may become identified as
the "drug of choice" in a specific situation long before this use is ap-
proved by the FDA. In some cases there may devel op a substantial body
of evidence appropriately accumul ated, reported, and debated which seens- -
in the view of physicians expert in the field--tosupport the identifi-

cation of the agent as the drugf choice”. Sone exanples were provided
in the earlier paper; a nore conprehensive list as well as an extensive
anal ysis of the problemhas subsequently been provided by Wardell and
Lasagna (20).

One type of problemis presented when a drug which is approved for
use in one condition beconmes identified as the "drug of choice" for the
treatment of another. FDA recognition of such new uses may |ag many years
behind their acceptance in the comunity of practitioners. Thus, many
practitioners proceed to use these drugs in a manner inconsistent with
what is witten on the FDA-approved instructions on the package inserts.

In nedical practice this procedure of itself does not appear to harmpatients.
However, the real harmlies in the fact that some physicians--having | ost
respect for the package inserts--tend to ignore sone inportant infornmation

they do provide. As noted earlier, sonetimes the acceptance of a medication
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as the "drug of choice" in the conmunity of practitioners is based upon
anecdotal reports or hearsay evidence. |In these cases, departure from
t he package insert instructions may be dangerous to the patient. Cearly,
inthe interests of the public, some steps nust be taken to establish the
credibility of the FDA. This is, perhaps beyond the scope of the Com
m ssion's mandat e.

The inpact of this problemmy be felt with special severity in
DHEW practice. In private practice, there is ordinarily sufficient flexi-
bility in the environment to pernmit justifiable departure frominstructions
on package-inserts. However, it seens likely that in DHEWpractice there
will be much less flexibility. DHEWis not likely to openly condone vio-
lations of policy devel oped by one of its own agencies. There is likely
to be nore rigid adherence to the instructions contained on package inserts
in DHEW practice than in practice generally. In some cases this will serve
the interests of the patient. |In other cases, it is conceivable that some
patients mght be deprived of validated therapy (technically classified as
i nnovative therapy) that might be readily available at a private clinic
merely because the physician does not want to assume the added burden of
meeting FDA requirements and subnitting to I RB review

The President's Bi omedi cal Research Panel, while recognizing that the
probl ens of drug regul ati on were beyond the scope of its mandate, addressed
the issue in a general way (22, at p. 19):

" At present, the FDA's nost visible public function as a regul atory

agency is concerned with protection of the public against hazard fromnew
drugs, new food substitutes or additives, and newdevices. The systens
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avail able for these functions seemto be effective enough, but they also
seemto work ponderously and very slowy, requiring the existence of a
huge, often unresponsive bureaucracy.

"Meanwhile, there is a different kind of hazard to public health,
posed by the prolonged delays and great costs of devel oping new and

potentially useful drugs which the FDA's own protective systens have
i mposed. In some respects, the agency has becone a fornidable roadbl ock. "

A particularly serious problemis presented by the "therapeutic- orphan”
phenonenon. In an earlier paper (4, at pp. 64-68), | discussed the conflict
in existing regulations that results in the fact that nost drugs contain on
their FDA-approved package inserts a statement to the effect that their
safety and/or efficacy have not been established in children and/or preg-
nant wonen. This has also been identified as a serious problemby the
President's Biomedi cal Research Panel (22, at p. 237). For reasons stated
above this is also likely to be a particularly serious problemin DHEW
practice and nay portend simlar problenms in innovative therapies other

than drugs as the guidelines are extended. Earlier, (3, at p. 68) | sug-
gested guidelines for the selection of subjects for a class of activities
defined as "...the use of a therapeutic nodality proved safe and effective
for a certain disorder in one human popul ation which is now to be tested

for safety and efficacy in different sorts of persons having the same dis-
order.™ | suggested that in general the standards for selection of in-
dividuals in the new population to receive the therapeutic nodality may

closely approximate the standards used in the determination of therapy in

the context of practice
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Summary and reconmendati ons

A review of the legislative history of Paragraph (C) indicates that
this charge was incorporated in the Comm ssion's nandate as a consequence
of congressional concern about four specific activities: 1) The Tuskegee
syphilis study; 2) Administration of Depo-Provera as a contraceptive; 3)
Administration of Diethylstilbestesol (DES) as a post-coital contraceptive
("nmorning-after”pill); and h) Sterilization of the Relf sisters. The
first activity conforns to the Conmission's draft definition of research
the second and third conformto the draft definition of innovative therapy;
t hese woul d be covered by guidelines devel oped in response to Paragraph (A)
even if there were no Paragraph (C). Wiile the fourth activity commonly is
considered practice, it does not conformto the Conmission's draft definition
of practice. A newcategory of practice will be identified that should be
viewed differently fromthe vast majority of nedical practice (infra); it
i ncl udes, anong other things, involuntary sterilization. C oser scrutiny
of activity nunber 2 indicates a possibility that the range of alternative
treatments made available to patients in DHEWpractice may be snaller than
that generally available. It is recommended that the Comm ssion consider the
devel opnent of a guideline that would minimze the possibility of illegitimte
limtation of alternatives made available to patients in DHEW practi ce.

The Commission's draft definitions of research and practice exclude one

category of activities which is commonly considered practice. This category

is ternmed here practice for the benefit of others. It differs fromthe Com
mssion's draft definition of practice only in that it is not "...designed

solely to enhance the well-being of an individual."™ However, it does neet
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"...the customary standard for routine and accepted practice...", namely
** . ..aeasonabl e expectation of success.™ Thus, it does not conformto
the draft definitions of either research or innovative therapy. The range
of activities contained in this class is discussed on pages 12-13. This
class of activities differs fromnmost practice in that it shares with re-
search sone of the specific attributes that provide the rationale for some
of the ethical nornms that have been devel oped for research. In particular
it presents the same sorts of conplex "harm benefit anal yses" that are
characteristic of research but not of npbst practice.

The Commission has identified three fundanmental ethical principles
whi ch should underlie the conduct of bionedical and behavioral research.
These are: Respect for persons, justice, and beneficence. It is clear
that these principles should underlie--anong many other human activities--
the practice of medicine in general and DHEW practice in particular.

CQuidelines to assure that bionedical and behavioral research is con-
ducted in accordance with these three principles presunably will be based
upon the six ethical norms and inplementation procedures drafted by the
Commi ssion. A survey of these norns and procedures indicates that most of
themeither are not appropriate for practice or that sufficient procedures
and nechani snms are available for practice to assure that it is conducted in
accord with relevant norns or their anal ogies.

Four procedures are identified that derive fromthe ethical nornms which

are appropriate for research but not for nost practice: 1) A meticulous

description of the proposed activity in the formof a protocol; 2) Review by
an Institutional Review Board (IRB) prior to the initiation of the activity;

3) Ahigh degree of formality in docunenting the negotiations for inforned
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consent; and 4) The devel opnent of a "no-fault" conpensation systemfor
harmed subjects. Ingeneral, the attributes of research that provide
the rationale for these procedures do not obtain in practice. However,
inthe category of "practice for the benefit of others" there are
activities that share withresearch the attributes that justify these

procedures, Therefore, the follow ng tentative reconmendations are

of fered:

Practice for the benefit of others shoul d be conducted in accord with
the first three procedural requirenents identifiedfor research. There
shoul d be a neticul ous description of the proposed activity in the form
of aprotocal. There should be a high degree of fornmality in documenting
the negotiations for informed consent. There should be areviewby a

suitable "™ accountabilitystructure” prior totheinitiationof the activity.
The IRBas it is currently designed is not suitable accountability structure
for this category of practice. This accountability structurew || require
primarily a high degree of skill and authority inrepresenting the attitudes
and i nterests of the involved communities and institutions as well as | egal
and medi cal experti se. It will not require the high degree of scientific
expertise needed by the | RB.

Somre accountability structures nowexist for DHEWpractice. Any at-
tenpt on ny past to list the structures and to anal yze the extent to which
they satisfy therequirements identifiedin the preceding paragraph woul d
necessarily be inconplete. Therefore, it is further recommended that

t hese consi derations be nmade part of the agenda of the Col | oqui umon Para-

graph (C) planned by t he Conmi ssion for June 17-19, 1976.
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Some activities conducted in the category of "practice for the
benefit of others" share with research those attributes that justify
the devel opment of systems of " no-fault"conpensation. Therefore, it
is recommended that the systens of conpensation devel oped in response to
Paragraph (A) be extended to cover those activities in this category of
DHEW practice for which they are appropriate.

The recomendations for extension of guidelines devel oped under
paragraph (A) to DHEWpractice represent the maxi num extensions that
shoul d be considered. Overregulation of DHEW practice is likely to be
counterproductive. It nmight, for exanple, discourage young physicions
fromparticipation in the National Health Service Corps.

Finally, attentionis called to the fact that in response to Para-
graph (A) the Commission will recomend that innovative therapy be con-
ducted in the context of research designed for its validation; this will
contribute inportantly to protecting the rights and welfare of patients.
However, it should be recognized that if the guidelines are applied
rigidly, they may also harmthe interests of patients. Evidence for this
may be found in our recent experience with drugs where the class of in-
novative therapy is defined sharply through regulation. If the existing
drug nmodel is to be applied to other activities classified as innovative
therapy, we can expect to see extensions of the sane sorts of harnms to the
interests of patients. These harms are likely to be nmanifest nore severely

in DHEWpractice than in the private sector.
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REPORT TO THE COMMISSION FOR THE PROTECTION OF HUMAN SUBJECTS
IN BIOMEDICAL AND BEHAVIORAL RESEARCH

PubTlic Law 93-348, Section 202 (a):

The Commission shall carry out the following:

(1) (A) The Commission shall (i) conduct a comprehensive
investigation and study to identify the basic ethical:
principles which should underlie the conduct of biomedical
and behavioral research involving human subjects), (ii)
develop guidelines which should be followed in such research
to assure that it is conducted in accordance with such
principles...

(O The Commission shall consider the appropriateness
of applying the principles and guidelines identified and
developed under subparagraph (A) to the delivery of health
services to patients under programs conducted or supported
by the Secretary (of the Department of Health, Education,
and Welfare). (1)

The Health Policy Program, under contract with the National Commission,
has considered Paragraph C of the Commission's charge, regarding appli—
cation of the principles and guidelines developed for research involving
human subjects to the delivery of health services to patients under
programs conducted or supported by the Secretary of the Department of
Health, Education, and Welfare (DHEW).

We conclude that, while the three principles of respect for persons,

justice,and beneficence identified by the Commission as basic to the

ethical conduct of research are relevant to the delivery of health

services, the guidelines developed to assure adherence to these principles

in the research setting should not be applied as such to the delivery of

health services.
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Patients are sometimes subjected to abusive practices in the course of
treatment. The frequency and gravity of these abuses support the need for
exploration of the problem and the need to find ways to promote adherence to
the ethical principles of respect, justice, and beneficence in the therapeutic
setting. We have concluded, however, that application of the research guide-—
lines to the delivery of health services is not appropriate. Specifically,
we have concluded that:

1. the problem addressed by the guideline concerning "selection of

subjects" 1is not relevant to health service delivery;

2. problems analogous to the other guidelines are already addressed by

existent safeguards in the health care setting; and

3. procedures, implementing the guidelines concerning "identification of

consequences”" and "informed consent", could not be effectively imple-
mented in the health care setting.

We support completely the relevance of the principles of respect, justice,
and beneficence to the delivery of health services. These principles have

long been the subject of philosophical 1nquiry.(2)

The purpose of our study,
however, was to determine whether application of the principles as reflected
in the research guidelines is feasible in the therapeutic setting and would

contribute to protection of the rights of health care recipients. Therefore,

we focused almost exclusively on application of the research guidelines and

do not discuss other means of applying the principles.

The Issue and Analytical Approach

To determine whether research guidelines can or should be applied to the
delivery of health services requires a broad familiarity with the health ser-

vice system. The nature of health services and the varied forms of delivery
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organization were considered, methods of protecting patients' rights were re-
viewed, and sources of abuse that do not respond to present safeguards were
noted.

Americans receive health services through a wide variety of health care
subsystems. These may be characterized in many ways. The organization and
content of health services vary among levels of care, including primary,
secondary, and tertiary. Subsystems can also be described by types of facili-
ties, including a range of ambulatory, inpatient, and nursing home settings.
The nature of health services is also influenced by location and source of
funding. Significant differences between rural and urban and public and
private systems contribute to the variety of models for health service delivery.
In 1973 there were over 200 million short-stay admissions to the nation's
hospitals. Conditions and quality of care vary in federal, state, county,
and private facilities, as do the quality and scope of services delivered in
over 1 billion annual physician visits.(3)

The delivery system is regulated by a complex network of protections for
patients. While the ethical principles and guidelines to assure protection
of the rights of research subjects meet a critical need that has only recently
come to the attention of professionals, policy makers, and the Tlay public,

ethical standards governing the physician-patient relationship date back

many centuries. Beginning with the Hippocratic standard of "Do no harm," a
complex network of formal and informal traditions, standards, and procedures
has emerged. Initially, ethical principles were developed at the instigation
of the professions themselves, but later health care institutions, the courts,
and state and federal Taw makers became increasingly involved.

In spite of these efforts and resultant safeguards, abuses of patient

rights occur. These disturb the public, the professions, the Congress, and
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members of the Commission. All are concerned about the vulnerability of those
who confront the complexity of modern therapeutic choices. There is even
greater concern about the autonomy of patients with special vulnerabilities,
such as Tlanguage barriers, which impede their informed participation in making
choices about their care. We know that humane respect for patient rights is
often compromised in physicians' offices as well as 1in large, impersonal health
care institutions. We also recognize that certain medical procedures are par-
ticularly open to abuse by unethical practitioners.

In order to consider the diverse aspects which relate to the Paragraph C
charge, we assembled a group of Health Policy Program (HPP) faculty and staff

each of whom contributed their experience in a variety of governmental and
Clinical settings. Some members of the team also have had some experience in
analysis of ethical issues in research and health care. (4) Dr. Lee served as
Assistant Secretary for Health and Scientific Affairs in the Department of
Health, Education, and Welfare from 1965 to 1969, where Mr. Butler served as
Assistant Secretary for Planning and Evaluation from 1969 to 1971. Mr. Rubel
and Drs. Schroeder and Shenkin served in the Public Health Service. Drs. Lee
Schroeder, and Shenkin contribute the perspective of practitioners, teachers,
and administrators in a variety of clinical settings.
The HPP study group utilized Robert Levine's paper 'On the Relevance
of Ethical Principles and Guidelines Developed for Research to Health Services
. () and the Staff Summary of the June Conference as background for

initial discussions. Consultation with several of the participants at the

June meeting, including Dr. Levine, was also helpful. Michael Yesley,

Lee Calhoun, Frank Pizzulli, and Duane Alexander of the Commission staff

provided guidance and relevant materials. State and federal officials who were
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consulted on specific questions regarding DHEW programs are Tisted in
the Appendix.

In eight two-hour meetings as well as informal consultations,the
study team explored the issues raised by application of the research
guidelines. Study participants drew heavily on their governmental and
clinical experience as they considered the range of DHEW programs and
issues of implementation. Conflicting interests in the health care
setting were discussed, along with existent safeguards on the quality
of providers and care. Informed consent practices were examined,
including identification of the possible consequences of therapy and
patient participation in treatment choice. Special vulnerabilities
of many DHEW health care recipients were considered. Methods of compen—
sation for injuries in health care were also explored.

Within each of these areas, health care practices and the purposes
they serve were compared to guidelines and procedures developed for the
research setting. Conceptual differences and procedural complications
were noted as we explored the possibility of applying the research guide—
Tines in the health care setting. Sources of abuse of patient rights
that are unresponsive to present safeguards were then reviewed and possible
approaches to their correction discussed. Conclusions were finalized

through discussion of a series of draft reports.

The results of this inquiry are presented in four sections:
Section I discusses the three purposes addressed by the research
guidelines, namely, to assure that benefits justify the risks, that subjects

participate freely, and that subjects are compensated for any injury.

3-5



Section II surveys the range of health programs supported by DHEW.
Programs are classified as either system-oriented or patient-oriented. It
is pointed out that only patient oriented programs involve patient-provider
relationships similar to those addressed by the research guidelines. Next,
we discuss the fact that DHEW in its patient-oriented programs has varying
degrees of control over conditions of «care. Its ability to dictate and
enforce standards therefore varies between types of programs.

Section III sets forth the three criteria that we feel are essential
to justify application of any or all of the research guidelines to the
delivery of DHEW health services. First, the guideline(s) must be relevant
to the heath care setting and must address a problem analogous to the one
that it was developed to solve. Second, the guideline(s) should address a
problem forr which there is no comparable or effective safeqguard. Third,
the guideline(s) should be capable of being implemented in the health care
setting.

Section IV Presents some questions that might be raised in response
to our conclusions. The purpose of this section is to point out that
while sources of abuse of the rights of DHEW health care recipiens may
exist, they cannot be solved using the research approach and must be
addressed by other means.

Section V was not part of our original analysis. It was developed
in response to the interest of some Commissioners in looking beyond
the strict interpretation of the Congressional mandate to consider the
ethical bases for health care delivery. Drawing on our discussions 1in
fulfillment of the contract, we suggest five sets of issues, which involve

value considerations and extensive factual dnquiry. We believe these to

be essential to analysis of this complex question.
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Section I
Research Guidelines

The National Commission has identified six sets of issues or
guidelines that pertain to treatment of human subjects in the research
setting, based on the principles of respect for persons, justice, and
beneficence. Guidelines have been developed prescribing proper:

research design;

competence of investigators;
identification of consequences;
selection of subjects;

informed consent procedures; and
compensation for injuries. (6)

SOV WNR

These guidelines address aspects of the subject-investigator

relationship in order to assure that:
1. benefits expected from research justify the risk assumed by subjects;

2. subjects participate freely; and
3. subjects are compensated for any injury that might occur.

Research guidelines regarding '‘investigator competence" and "research design"
are intended to promote the quality of research and to assure that the
advance of knowledge and potential benefit to future patients justifies

the risks to research subjects. The process for "selection of subjects"
is intended to assure that the risk of research is not imposed on specific
groups or on those who are merely "administratively available" on hospital
wards. Free participation of research subjects is also promoted by
"identification of the consequences" of participation, or provision of

the information necessary for the subjects to give "informed consent."

The Commission has also stated that systems for no—fault "compensation for



injuries" should exist to assure that additional burdens are not placed
on subjects who assume risks for the benefit of future patients.

It should be emphasized that the guidelines call for Tocal institu-
tional review of research projects. They provide for third-party oversight
of subject-investigator interaction to assure that subjects are not abused
in their assumption of risk for public benefit. Oversight of the indivi-—

dual interaction at the local Tevel is an essential feature of the guidelines.
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Section IT
DHEW Health Programs

In the past twenty years, the range of federal health programs has
grown steadily. The federal government has assumed major responsibility for:

1. the development of health care resources, including new knowledge
generated by research, health manpower education and training, facilities
construction, health planning, and the organization of health services;

2. the provision or payment for hospital and ambulatory services and
long—termcare; and

3. the prevention or control of diseases and accidents.

Federal outlays for medical and health-related activities for fiscal year

1976 were estimated at $42.5 billion, as reflected in Table 1.(7)

TABLE 1

Table K-2. FEDERAL OUTLAYS FOR MEDICAL AND HEALTH-RELATED
ACTIVITIES BY CATEGORY (in millions of dollars)

Oatlays

1975 1976 TQ 1977
sctual estimats estimats estimata
Develapmmt of health resqurces total .. ... .. __ 5,108 5.7 L3% 5933
ST e e i S Ly 2.826 nur 3043
Training and edueation. oo oo oo e iaaae 1,384 1,477 iz 1.217
O ON . e o e e 543 1.082 240 1.309
Health planning and statisdes__......._.___._._. 316 336 .5 409
Provision of hespital 3nd medical serviees. total _______ 30,450  35.416 9,169 38 681
Direct Fedenlservicen. oo aaaeaaacaaaaas 5,367 6,046 1,490 6,285
Indirect serviemn .. oo e e eeeee e o 24,883 28,300 7,679 32,39
Prevention and centrol of health problems, tatal ... L322 1,349 337 L270
Total healthprograms.. .. ... .ooceeenoooa. 5,790 42,43 10,82 45,935
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Of this total, $31.7 billion will be spent by DHEW, and over 80 percent of
these funds will be spent for health services to patients.

DHEW health programs can be classified as either:

1. system—oriented,or

2. patient-oriented.

System-oriented programs are aimed at resource development, regulation, and
technical assistance. They include such programs as those of the National Center
for Health Services Research, the National Center for Health Statistics, the
Food and Drug Administration, and the Center for Disease Control. They do not
involve the direct provision of or direct payment for care. Although system—
oriented programs influence the nature of all health services, their impact is
indirect, responsible parties cannot be identified,and effects on individual
patients cannot be established.

Because the research guidelines focus on the direct interaction between
subjects and investigators, they can be applied only where there is an analogous
interaction between patients and health care providers.

We thus conclude that the research gquidelines can be applied only to

health programs involving direct patient-provider interaction and are not

applicable to system-oriented programs.

Patient-oriented programs can be categorized by the degree to which there
is federal responsibility for the conditions of the delivery of services.
The three major types include:

1. Direct-prevision programs, such as Public Health Service (PHS)
hospitals and clinics, and the Indian Health Service (IHS), where DHEW employs

the providers of services.
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2. “Capacity bui]ding"(S) programs which provide grant support for
Health Maintenance Organizations, Community Health Centers, Migrant Health
Centers, Community Mental Health Centers, and maternal and child health and
family planning services, in order to fill needs that are inadequately met
through the private delivery system.

3. Programs which pay for services delivered through the private health
care system, such as Medicare for the elderly and Medicaid for the poor.

Two major questions arise in considering which patient-oriented programs
are amenable to the research guideline approach. The first relates to the
proper role of government. To establish and enforce national ethical guide-—
Tines governing the private relationship between patient and practitioner
raises serious questions of political philosophy. The second relates to the
degree of government control over the conditions of treatment. Even if it
were considered proper for the federal government to dictate a comprehensive
set of ethical standards governing the health services purchased through the
private health care system, its ability to enforce such standards is Timited.
Dictating standards that cannot be enforced promotes confusion, cynicism,
inefficiency, and disrespect for Tlaw.

We therefore conclude that application of the research guidelines

should not be considered in programs which pay for services through the

private delivery system. Application of the quidelines should be considered

only in DHEW direct-provision programs or in "capacity-building" programs.

Direct-provision programs and "capacity-building" programs were developed
to fill gaps in the private delivery system and are distinguished from the
private system in ways that might justify intervention to protect patient

rights.
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The degree of federal control over the conditions of care, however,
varies between the direct-provision programs and the "capacity—building"
programs. Only within the direct-provision programs is DHEW able to dictate
most details of service delivery and only within these programs is govern-

mental Tiability assumed.(%

3-12



Section III
Criteria for Application of the
Research Guidelines in Health Service Delivery

Criteria must be established to determine whether the research guidelines
are applicable to DHEW direct-service programs or "capacity-building' programs.

We believe application of research guidelines to the delivery of health
services could be justified only when the following criteria are met:

1. a problem exists which is relevant to that addressed by the
research guideline;

2. no comparable safeguard exists; and

3. application or implementation of the research guidelines is feasible.

We conclude that all six of the research guidelines fail to meet one

or more of the above criteria, as summarized below.

Criterion 1: Are the Research Guidelines Relevant to the Health Care
Setting?

Health care and research differ markedly in purpose. Subjects may
benefit by participation in research projects, but the main purpose is the
anticipated benefit to future patients. This conflict of interest demands that
safeqguards be placed on subjects' rights. The central purpose of health
care, however, 1is benefit to the individual patient. Although other purposes
may be served as well, they are secondary to patient benefit.

Despite this basic difference, there are direct or indirect analogies
in the health care setting to five of the six issues addressed by the
research guidelines. Guidelines concerning "investigator competence"

and "research design" translate into issues of provider competence and
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quality of care. Guidelines setting out proper "identification of conse-
quences," "informed consent," and "compensation for injuries" also have
their counterparts.

Only "selection of subjects" addresses an issue that is irrelevant to
the health care setting. This research guideline 1is intended to encourage
more equitable distribution of the risks of research, the benefits of which
will be shared by all. Potential recipients of DHEW health programs could
be said to be "selected" by the policy makers who create the programs. They
are "selected" as needing special government benefits. Unlike research sub-
jects, however, they are not selected to assume risks that may or may not
serve them. The risks inherent in standard therapy are assumed only when the
expected benefit to the patient merits it. Furthermore, patients seek care as
they perceive their own need. Providers of care do not instigate the delivery
of services as investigators instigate research participation. For these
reasons, we believe that the "selection" processes through which individuals
become patients and research subjects are conceptually different and that this
guideline cannot be properly or constructively applied to the health care set-
ting.

Criterion 2: Are There Comparable Existent Safeguards in the Health
Care Setting?

Conceptually, there are many similarities in the research guidelines and
in the norms and legal standards presently governing the relationship between
providers of medical care and their patients. The important question then be—
comes: Does application of the research guidelines and the procedures expected

to implement them improve upon existent safeguards?
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The guideline relating to "investigator competence" is analogous to
provider quality which is regulated by the health profession and the govern—
ment in a variety of ways.

The Tong tradition of exclusive self-regulation in medicine began to
shift to state regulation of professional Ticensure beginning in New York in
1760.(10) Although the need for relicensure and more stringent oversight of
practitioners is currently being considered, a highly organized and relatively
standardized system exists to assure the quality of doctors, nurses, dentists,
and other health professionals available to the American public.

Attempts to guarantee the quality of health care providers are focused
at a variety of levels. Admission standards control acceptance to professional
schools. Professional licensure is based on standards of education and testing
requirements. Several states are currently considering the addition of man—
datory continuing education and periodic relicensure of professionals. Censure
or disciplinary action for unprofessional practice is carried out in accord
with state and Tocal Taws. Peer representation on licensure boards is being
supplemented with lay participation in some states, such as California. Cri-
teria for granting hospital privileges provide additional controls, as do
clinical practice review committees, activities of local medical societies,
and informal referral practices.

Providers of services under federal grant support must meet all Tocal
standards for licensure. Members of the Commissioned Officers Corps of the
PHS, however, are exempt from licensure requirementsﬁll)

The guideline relating to "research design" 1is roughly analogous to
quality of care in health services. Here, a complex system of safeguards

exists in therapeutic settings, including a tradition of collegial consulta-
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tion and newer approaches such as medical audits and practice review mechan-
isms developed for Professional Standards Review Organizations (PSROs).
Other innovations in this area can be expected as research into methods of
quality assessment and monitoring suggest additional approaches to quality
review. The malpractice system, intended to compensate patients injured
through negligence, also acts as a quality incentive.

We conclude that the research guidelines relating to "investigator
competence"” and "research design" pertain to problems germane to health care
delivery, but their application would not improve upon existent safeguards.
Safeguards on the quality of providers and quality of care are in fact more
standardized and explicit than the mechanisms of peer review prescribed for
the research setting.

The research guidelines relating to "identification of consequences"
and "informed consent" derive from similar standards in health care settings.

Patient consent is assumed in all therapy, although it has been documented
primarily for surgical procedures which impose the greatest risks on patients.
Recently, however, the doctrine of explicit informed consent has been ex-—
tended to other therapies involving significant risk. Although the theoretical
standard of consent to treatment began approximately 60 years ago, the emphasis
on description of consequences and informed participation of patients 1in treat-
ment decisions 1is a more recent phenomenon. Encouraged by malpractice Taw,
there has been increasing emphasis on providing patients with adequate informa-
tion on the consequences of therapy so that they are able to exercise informed
discretion in treatment choices. The research norms dictating the nature of

the interaction between subjects and investigators in regard to informed consent thus
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address problems germane to the delivery of health services, but do not add
to existing therapeutic practice.

The final research guideline involving “compensation for injury” has
an obvious counterpart in the health care sector. Both private and public
settings provide compensation for injury that results from the negligence of
practitioners. Recipients of care in DHEW "capacity building" programs are
provided redress through the private malpractice system. The government
assumes liability for the direct provision of care by its employees in ful-
fillment of their official responsibilities. Under the Tort Claims Act and
federal regulations, recipients of services in PHS or IHS hospitals and
clinics or from National Health Service Corps providers are thought to have
avenues of redress similar to those provided in the private system.

The theoretical basis and specific grounds for medical Tiability, however,
differ from those in research injury compensation. Research subjects are to
be compensated for damage from research participation regardless of the role of
negligence in injury. Although there have been indications that the traditional
need to prove negligence in malpractice claims is changing, negligence in
some form remains the standard. The approach to compensation prescribed
for the research setting is designed to balance the risk assumed by subjects.
Much Tike the provision of pensions and other benefits for veterans, subjects
are provided no—fault compensation for injuries sustained for the benefit
of future patients. It is appropriate for research institutions to compensate
the few subjects injured through participation in research projects. The
situation in the health care setting differs in that each treatment is for
the benefit of the individual patient. Response to accepted treatment cannot

always be anticipated or successful results achieved for a variety of reasons.
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To compensate all whose therapy has been unsuccessful would be inappropriate
and financially impossible. Thus, although "compensation for injury" has its
analogue in the health care setting, existent safeguards are more appropriate
to health service delivery.

Criterion3: Is It possible to Implement and Administer the Research
Guidelines in the Health Care Setting?

In Section II, we discussed general questions about government establish-
ment and enforcment of national ethical guidelines governing the relationship
between patient and private practitioner. We noted that questions of political
philosophy must be addressed before imposing an extensive system of surveil-
Tance on the relationship between the patient and private practitioner. Questions
regarding the government's ability to enforce standards were also raised.

Major questions or concerns arise in considering the procedures that would
be required to implement the guidelines regarding "identification of consequences"
and "informed consent." As noted in the preceding sections, these guidelines
are clearly germane to the delivery of services and, in fact, have their basis
in the ethical traditions of health service delivery. We noted that these re-
search guidelines, therefore, fail to contribute to the ethical bases of health
care delivery.

The procedures that would be necessary to implement these guidelines,
however, do constitute a decided departure from health care practices. Through
formal transmission of information and documentation of informed consent, the
guidelines and their implementing procedures meet the criteria of relevance and
improvement or enlargement upon existent safeguards. However, strict application
of the research procedures regarding "identification of consequences" and

"informed consent" fail to meet the test of feasible implementation.
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The goal of research is to limit the variation in procedures in order
to measure cause and effect. Variation can be prescribed in a protocol and
all relevant information formally summarized in a consent form. The volume of
research consent forms is not prohibitive because a Timited number of subjects
participate in research.

Virtually all of the more than 200 million Americans, however, receive
health services, and most receive services regularly. Many therapies involve
a number of medical procedures. Strict application of the research procedures
in this vast health care setting is 1infeasible for a variety of reasons.

First, the cost and inconvenience of a bureaucratic mechanism for docu—
menting each exchange between health care recipients and providers could im—
pose new ethical problems. Interference with emergency treatment and therapy
needed by impaired patients could deny or delay access to care. Such surveil-
Tance would 1impinge on the confidentiality of the therapeutic relationship as
well as significantly increase the cost of care.

Second, the bureaucratic structure and information transmission and
storage system required to document consequences and informed consent in all
therapeutic choices surpass present technology.

Finally, even if ethical, economic, bureaucratic, and technical problems
could be resolved, the knowledge base is not available for development of
widely accepted protocols for most therapeutic decisions. Even where thera-
peutic regimens are established, patient differences frequently require varia-
tion to relate care to special needs. Thus, application of the research pro-
cedures regarding '"identification of consequences" and "informed consent"
fails to satisfy the final criterion of feasibility on economic, bureaucratic,

and scientific grounds.(lz)
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Section IV

Are There Problems to be Solved in the Health Care Setting?

With the exception of the guidelines concerning "selection of subjects",
we believe the research guidelines address problems relevant to problems 1in
the therapeutic setting. However, we concluded that these problems are more
appropriately addressed by existent safeguards and that implementing procedures
for the "identification of Consequences" and "informal consent" guidelines
could not be applied in the health care setting. This conclusion is not meant
to imply that patients' rights are never compromised in DHEW health programs.
Potential sources of abuse exist and remedies should be sought.

The federal role in health care delivery has grown significantly during
the Tast two decades. Safeguards utilizing the research approach, particularly
regarding '‘identification of consequences" and '"informed consent,"' would
significantly expand the federal role in health service delivery. We believe
such a major extension of federal responsibility in prescribing and monitoring
specific details of therapeutic relationships to be premature. Many oppor-
tunities for improvement in patient protections are available within the
present purview of federal policy. Patients can be provided more power to
control the DHEW programs that serve them. Further increases in appropriations
and other program changes can improve the quality of providers and services
available.

Questions that can be raised in response to our conclusion highlight
persistent ethical problems in health care delivery and possible solutions
that are available within present policy approaches.

Question Number 1:
Research safeguards are necessary because of the conflict
between the subject's interest in avoiding risk and the

need to impose risk to advance knowledge. Do provider or
public interests also exist that may compete with the

interests of individual health care recipients and require
the institution of special safeguards?
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Although health practitioners are professionally bound to serve their
patients' 1interests, other motivations can influence therapeutic decisions.
In any delivery system, competing interests are diverse, hard to predict
or infer, and individual decisions impossible to control. Economic interests
are inevitable. Fee-for-service remuneration can encourage the delivery of
unneeded services. The reverse incentives can encourage Timitations on
care in Health Maintenance Organizations.

Nonmonetary provider interests can also be factors in decision making.
Heavy use of tranquilizers can lessen the stress on ward personnel 1in mental
hospitals. Care delivered in teaching hospitals often imposes burdens on
patients in order to educate future professionals.

Perceived public or social 1interests can also influence therapeutic
decisions. From the kidney donation that serves the interests of another
individual to the indirect societal- benefits derived from immunization,
psychosurgery, or sterilization, complex motivations can compete with individual
patient interest.

It seems reasonable to suggest that research guidelines be applied to the
class of treatments serving broader public or social 1interests, described
by Levine as "practice for the benefit of others." Much Tike the conflicting
purposes that require research regulation, indications for these therapies
often include purposes other than direct patient needs.

We believe, however, that treating these therapies as a class through
application of a given set of guidelines is not advisable. Almost all
therapies serve diverse interests. Implementing this approach would require

identifying those therapies that impose a sufficient conflict between patient and

3-21



other interests to merit special safeguards. Such a categorical approach
to regulation would permit continual reevaluation of the therapies to be
included and could encourage unnecessary or counterproductive extension
of the concept.

Furthermore, the patient groups and ethical problems in therapies
classified as "practice for the benefit of others" are sufficiently different
to require unique safeguards. In addition, categorical extension of safe-
guards to most of the therapies cited as examples would be redundant because
of recent developments. Procedures for sterilization have been carefully
reviewed and stringent guidelines developed. The Commission itself has
explored issues in psychosurgery. The swine flu program is currently provoking
consideration of the important issues surrounding immunization programs.
State legislatures, through brain death and anatomical gift acts, and profes-
sionals, through elaborate testing and review procedures, have developed
safeguards against abuse of the rights of organ donors. We thus conclude
that 1ittle would be gained and considerable risk assumed through categorical
extension of controls on "practice for the benefit of others."

It is conceivable, however, that special conditions of DHEW practice
could impose unique conflicting interests leading to abuse of patient rights.
The institutional allegiance that practitioners accord their employer could
impose conflicts of interest similar to those sometimes seen in occupational
medicine. Policies involving the subtle abuse of the rights of recipients
could be developed and employees could be required to act against their

concept of patient interest.

3-22



Governmental authority, however, is delegated on the good faith assump-
tion that officials act in the public interest. Although conceptions of that
interest vary and policies can be established that compromise strict patient
interests, such abuse 1is a product of the Tegislative or executive policy
process. The research approach,which focuses on individual interactions,
would be ineffective in assuring that policy goals do not compromise the rights
of patients in DHEW programs.

Question Number 2:

Do the questions of quality of providers and care
addressed by the research guidelines as "investigator
competence"” and "research design' present problems
requiring special safeguards in DHEW health care settings?

Most direct provision and "capacity building" health service programs
are designed to fill needs that are inadequately addressed through the private
health care system. Because of physical isolation or a limited economic
base, private practitioners have not been attracted to meet the needs of
recipient groups.

Questions can be raised regarding the success of these programs in
providing recipients with the quality of health care providers and range
of services generally available to private health care recipients. Such
problems, however, can be addressed effectively within the present purview
of federal policy. The government has recently sought through financial
and other inducements to increase its competitive advantage in attracting
qualified practitioners. Progress appears to have been made toward equal-
izing the quality of practitioners in public and private systems.

The range of services provided in isolated hospitals and clinics serving

small populations is inevitably limited by cost-effectiveness considerations.
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Although most programs have contingency plans for referral of patients to
larger centers or to private practitioners for specialized services, the
discrepancy between the therapeutic options available to private and public
health care recipients 1is often pronounced. Once again, improvement in the
quality of care available to recipients of care in DHEW programs can be
better achieved through existent policy channels than through application
of the research guidelines.

uestion Number 3: _ _
Does the lack of other sources of health services impose

a special vulnerability on many recipients of DHEW health
services that necessitates protection of patient rights?

The isolated settings of many DHEW health programs and the Timited
financial resources of recipients clearly make many of these recipients
dependent on the public programs for needed health services. With no other
place to go, recipients cannot express displeasure by seeking care elsewhere.
It must be acknowledged that most programs were created expressly due
to the Tack of health care options. It is incumbent on policy makers to
acknowledge the vulnerability of recipients and build into these programs
mechanisms to enhance the role of recipients in the decisions that determine
the quality and conditions of service. '"Capacity—building"programs under
grant support have begun to encourage a greater consumer role in project
planning, policy making, and provision of services. Recent Tegislation has
made consumer majorities on governing boards of Community Health, Community
Mental Health, and Migrant Health Centers mandatory. The IHS, under a policy

of "self-determination," now allows Indians to assume total responsibility

for operation of IHS facilities.
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Question Number 4:

Do the language and cultural characteristics of many of
the recipients of DHEW programs impose additional vulnera-
bilities which require special safeguards against abuse

of patient rights?

Language and cultural impediments to full patient participation in
treatment decisions do present opportunities for inadvertent or intentional
abuse. Limits on the ability of non—English speaking health care recipients
on Indian reservations, in migrant camps, and elsewhere to understand the
consequences of therapeutic decisions present problems similar to those
encountered in research on children or mental incompetents. In both research
and therapy, advocates or guardians of these vulnerable groups are required
to participate in treatment decisions. Similarly, translators or "cultural
brokers" may be required in DHEW health care settings to protect the rights
of patients whose ability to participate actively in therapeutic choices s
Timited. It is difficult to identify the instances where the cost of providing
such services 1is warranted by the magnitude of the problem. We conclude
that mechanisms to enhance the role of recipients in program design will
be more effective in establishing the need for special safeguards than will
mandatory bilingual consent forms or other outgrowths of the research approach.

These questions are intended to stimulate discussion. Possible sources
of compromise of the rights of patients in DHEW programs merit careful consid-
eration by policy makers and health care professionals. We believe, however,
they are not amenable to the research approach which concentrates on third-
party oversight of individual interactions. Protection of patients' rights
in DHEW programs derives largely from decisions made at the level of program

design. We conclude that the provision of adequate resources and encouragement



of patient participation in program decisions represent a more effective
approach to protecting patient rights than an outgrowth of the research

guidelines.
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Section V
Points for Consideration 1in a
Broader Inquiry into the Ethics of Health Service Delivery

The analysis in the preceding sections is responsive to the Congressional
mandate to determine the advisability of applying research principles and
guidelines to the delivery of DHEW health services. It is our opinion that if
Congress wished the Commission to explore the need for additional safeguards
on the rights of health care recipients, its charge to the Commission would
have stated this explicitly.

As the Commission has found, the issues and problems 1in research are
numerous and complex. However, the ethical questions that relate to the
health care delivery system are considerably more so.

We believe an exploration of the ethical bases for the delivery of
health services would require consideration of at least five distinct sets
of questions.

First, the boundaries of the subject would have to be defined.

Should "health services" be defined to include health promotion
activities, such as health education? Should health protection programs aimed
at control of environmental hazards be included? Or should "health services"
be defined more narrowly to include only the delivery of personal medical care?
If so, should the inquiry into the ethics of health service delivery consider
policy areas such as tax, transportion, and income supplementation which af-
fect access to such services?

Within the narrower arena of health service delivery, still other

choices would have to be made. The inquiry could focus on all health service
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delivery or could explore ethical issues within a subset of the system. Care
delivered by private practitioners might be excluded and the inquiry further
limited to specific patient groups or the beneficiaries of specified federal
programs. The investigation could also concentrate on certain services

or medical procedures, as suggested by Levine. Complex ethical issues are
inherent in these decisions. The appropriateness of various choices would
have to be carefully considered.

The second set of questions would involve value considerations regarding
the organizational structure and norms of conduct that would be required of
the health care system to promote adherence to the principles of justice,
beneficence, and respect for persons.

Issues suggested by analogies to the research guidelines might include
determination of what standard of quality of practitioners and service
constitutes adequate adherence to principles of respect and beneficence.
Complex questions regarding patients' rights to compensation for injury
would have to be explored, including the results that can be realistically
expected from medicine, current trends within malpractice Taw, the norms
for translation of injury into monetary terms, and the ability of insurance
or other systems to finance compensation. Issues regarding the information
required for knowledgeable participation of patients 1in treatment choices
would have to be considered as well. Limits on the ability and desire
of health care recipients to understand the scientific basis for complex
medical decisions and the placebo effect, which highlights the non-scientific
aspects of the therapeutic relationship, would also have to be taken into

account.
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It is also important to note that some of the critical ethical issues
encountered in health service delivery have no analogues in the research
setting. For example, does our societal notion of distributive justice
require institution of national health insurance? Should the wealthy be
permitted to purchase services not available to everyone?

Professionals, ethicists and policy makers have been exploring such

(13) Societal values are fluid. Final consensus regarding

issues for many years.
health care practices that adequately reflect our ideas of respect, benefi-—
cence, and justice will never be achieved. Nevertheless, innovations in the
system of protections on the rights of health care recipients should be
based on at Teast the provisional notions of how societal values should be
reflected in the health care system.

The third set of issues involves a factual inquiry into the nature
of the present health care system and the effectiveness of safeguards on
the rights of patients. The health care system is currently in a period
of rapid change. Malpractice, quality control under PSROs, expanded
efforts in health planning, and continuing debate over national health
insurance represent just a few areas undergoing intense change. A Targe
body of research is assessing these changes and building a knowledge base for
future modification of the system. Any intervention aimed at protecting
patients' rights must take these changes into consideration. A review
of current Tliterature would be required along with some original research
into areas of special concern, such as the nature and impact of present

informed consent practices and differences in the quality of care and

ethical safeguards available to various population groups.
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Fourth, standards required to assure adherence to the ethical principles
of justice, beneficence, and respect would have to be compared to the effective-
ness of existent safeguards. in order to determine whether additional protec-
tions or other changes in the health care system are needed.

Finally, if innovations are indicated, a proper policy approach must
be chosen. The appropriate role of government must be considered. A
complex surveillance system would raise serious questions of cost, efficiency,
and privacy. Short of such a system, guidelines or standards could be set
out without an extensive enforcement mechanism, as in the securities market.
The "institutional assurance" model might also be considered, although the
"cottage" nature of ambulatory care delivery could significantly compromise
this approach.

The 1issues outlined above are illustrative of the nuances ofphilo-
sophic and factual inquiry we believe would be required to address the
ethical bases for health care delivery. Our health care system and the
protections for recipients of its services have been evolving for centuries.
Even the smallest innovation in this complex system can have major conse-—
quences, often in areas where least expected.

It is not our responsibility to determine whether the Commission or
some other body should undertake this task. It was our goal to express
clearly why we believe application of the research guidelines in the health
care setting would be inappropriate and to illustrate the complex issues

involved in a comprehensive inquiry into the ethics of health care delivery.
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The Rel evance of Ethical Principles and Norns Devel oped for
the Conduct of Research to the Delivery of Health Services

Supported by the Secretary, DHEW

The National Conmission for the Protection of Human Subjects of
Bi onedi cal and Behavi or Research requested an essay to assist its
del i beration under section 202. (a) (1) (B) (i) of the National Research
Act: "to consider the appropriateness of applying the principles and
gui delines identified and devel oped under subparagraph (A) to the delivery
of health services to patients under progranms conducted or supported by
the Secretary." The essay should 'pay critical attention to the norally
rel evant differences and similarities between research and practice, and,
bet ween health care delivered under auspices of the Secretary and that
delivered in the private sector.'

. [ NTRODUCTI ON:  WHAT KIND OF QUESTION DI D CONGRESS ASK?

VWhat does the change nean "to consider the appropriateness, etc.?"
Appropriateness raises the question as to whether it is fitting or proper
to take a proposed action. This can be taken to nmean: would it work
admnistratively or institutionally? Can principles and procedures
designed for the ethical oversight of research really work in the institu-
tional settings of nedical care? WII the desired results be produced?

It will later be argued that to give the institutional administrative
point of viewfirst priority in evaluating the issues does not do justice
to the question posed by Congress.

To ask abut appropriateness can also nmean "is it right?" in ethical

terms to apply ethical principles and guidelines generated by the
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Commi ssion (under its research charge} to health service prograns?
The nmost common et hical question concerns the rightness of a proposed

action, as Toulmn noted.1

Is the noral code that governs research
the fitting code for medical care? Can the proposed step be justified
by the best reasons, i.e., noral reasons?

Further, reflection, on the issues raises the question whether there
is a conflict of duties inherent in the notion that what one should do
towards subjects in the research setting should also be done in the
setting of health service prograns. The two situations may be suffi-
ciently different as to require differing definitions of noral duties.
On the other hand, it may be found that the situations are sufficiently
simlar towarrant a unified noral approach to subjects and patients.

In short, a true or false conflict of noral duties may need to be clari-
fied and resol ved.

Finally, the question of appropriateness can also mean that it may
be inappropriate (unfitting, inproper, wong) for the governnment to
continue pressing the research setting for the devel opment of rigorous
ethical oversight and to neglect to reformthe quality of oversight of
publicly- supported health service programs. Since 1966, with the
appearance of requirements for reviewto insure the rights and welfare
of individuals in clinical research,2 a significant governnental effort
has been nade to devel op know edge and techniques to mnimze harm for
human subj ects. \Wen one contrasts the rigor with which governnent
addresses the ethics of research with continued reliance on an ethic

of physician self-regulationin the conduct of health service prograns,
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the conclusion follows that there is anunfair discrepancy. The

soci al practice needs to be changed of reliance on self-regulation

by physicians to assure conpetence and responsi bl e professional

behavi or. Changing an existing social practice raises ethical questions.
The thesis of this paper is that if one takes the noral point of

view on the issues,3

that is, if noral reasons justify taking the step
it follows that the Belnont draft principles devel oped for research can
be constructively applied to health service prograns. It will be argued
that this step is justified inrelation to nedical care in health service
progranms. Further, it is shown that although the noral obligations that
govern practice and research are highly simlar, there are sufficient
and norally relevant differences in purpose and priority to distinguish
research obligations fromnedical obligations. Aless inportant facet
of the thesis is that even though some of the guidelines devel oped for
research are relevant to anal ogous problems in health service prograns,
as denonstrated by Levine,4 these gui del i nes shoul d not be taken as
literal points of departure for proposed regulations in the programs
under study. Inconclusion, the shortcomings of giving priority to the
institutional -adm nistrative point of viewon the issues will be

sunmmari zed.

1. WHAT ARE THE MORAL PROBLEMS AND THE MORAL OBLIGATIONS IN
MEDI CAL CARE?

Any conpl ete ethical analysis ought to proceed only on a carefu
assessment of the facts of the case. Levine reported that al arm about

four types of cases (Tuskegee syphilis study, Depo- Provera, DES, and
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sterilization of the Relf sisters) probably noved Congress to request

a review of applicability of research principles (p. 3). However,
Congress asked that the context of reviewbe "delivery of health services
conducted or supported by the Secretary." The University of California's
Heal th Policy Goup categorized the services in three types of prograns:
direct-provision, capacity- building, and those that pay for private or
state- provi dedservi ces. 5

No empirically reliable know edge base exists that describes the
actual shape of noral problens in these large and varied prograns that
enconpass every di mension of nedical care fromprevention to treatment.
Muich is known about rmoral problems in medical care in the United States,
but little is known if one wants to conpare noral experience in the
private sector with that in publically-supported prograns. One could
hypot hesi ze that the noral problens that do exist in Anerican nedical care
are experienced nore frequently and to a higher degree of unremnedi ed abuse
in many o the popul ations served by service programs, because these
popul ations are poor, menbers of minority groups, who live in nedically
di sadvant aged ar eas. 6 It should be of concern to the Conmission that
empirical studies are lacking in this area.

The lack of a reliable know edge base does not deter a formal analysis
of the relevance of the Belnont draft principles to types of noral
problens in nedical care. A nore conplete analysis, particularly one
that recommended specific remedies or regulations, should be based on

reliable facts. The author favors the recomendations made by David

Mechani c7 as prudent interventions in the light of the lack of know edge.
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There are two types of noral problens in general: a) acts that
violate the rights of persons and the noral rules of comunities that
have sanctions for these violations, and b) conflicts of noral obliga-
tions within an individual or a cormunity that require resolution as
to which obligation takes priority.

The language of "rights" is widely used today to frane the context
of nor al obligations.8 A typology follows that focuses on noral problens
inwhich the rights of patients in nmedical care are violated. Problens
are arranged under five wdely recognized rights of the patient in
medi cal care. The noral conflicts, as well as the rights, of physicians
as persons and professionals should be included for the fullest discussion
of the norality of nmedical care. However, the intent of Congress was
clearly upon the rights of patients in health service prograns. Al so,
space considerations |imt description to patients and al so hol ds descri p-
tion to the mninum

A.  The Right to Know

1) Patient or representative of patient not informed about
patient rights or responsibilities

2) Know edge of current information on diagnosis, treatnment, and
prognosi s of nedical problemis wthheld frompatient or
hi s/ her repesentative

3) Know edge is transnmitted in terms or |anguage patient has no
basi s for understanding

4) Name of responsible physician wthheld



5)

6)

7)

8)

The

1)

Procedure or treatnent begun prior to communication of

i nformation about sane, except in cases of emergencies

Patient not infornmed about rel evant consequences of procedures
or treatnent

Patient not informed about significant alternative procedures
or treatnent

Patient not informed about post-discharge health requirenents
Ri ght To Be Free

Patient is coerced into treatnent or procedure (e.g.,
sterilization, abortion

Patient is involuntarily conmtted to an institution without
due process or means of review

Patient's (legally defined) right to refuse treatment is denied
Right to Life

Patient is exploited or dies through physician intent (e.q.,
sexual abuse, fraud, active euthanasia)

Patient injured or dies due to physician neglect, inconpetence,
or abandonnent

Patient injured by research not bearing on treatnent

Patient's life is sustained artificially far beyond the point
of any rational basis for recovery

Right to Privacy

Confidentiality of patient's nedical records or medical history
broken wi t hout consent

Patient made frequent or unknowi ng subject for teaching,

consul tation, or exanination by physicians uninvolved with case
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E  The Right of Equal Access to Health Care
1) Patient discrimnated against in access to care because of
race, sex, religion, or stignatized identity
2) Patient denied nmedically preferred alternative treatment
because of conditions naned in E 1)
3) Patient denied emergency treatnent due to not meeting hospital
financial eligibility criteria

These noral probl ens presuppose broken obligations under the always
evol vi ng nedi cal noralitf that should govern the conduct of physicians
towards patients inthis society. The central cluster of obligations
includes at |east the followi ng: the physician is obligated to inform
the patient truthfully about diagnosis, treatnent, and prognosis, 2) to
seek the patient's consent to treatment and each significant procedure
or step within treatment, 3) to preserve the life and well-being of the
i ndi vidual patient, 4) to naintain confidentiality in the physician-
patient relationship, and 5) to treat patients equally on the basis of
need.

There are other obligations of a noral nature that govern the rela-
tions of physicians to one another and to society. There are noral
obligations of society towards physicians and patients. Al so, there are
yet - evol vi ng obl i gati ons governing society's responsibility to pronote
equal ity in health care. These obligations develop in the press of the
conflict and conpetition of the goals and desires of patients, physicians
and the society that grants the physician and patient a special status

. - . . . : 10
inthe social order. These obligations formthe "constituted morality"

governing the interactions of patients, physicians and society in nmedica
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care. There are sanctions legally and morally for violations of these
obl i gati ons.

The constituted norality of conmunities or specific groups wthin
communities are applications of nmore general noral rules that are based
on the convictions and beliefs of the menbers of the society. Moral
rules are judgments of principle stated either positively or negatively
that are neant to apply to everyone and that function to "yield reasons
whi ch overrul e the reasons of self-interest in cases when everyone's
follow ng self-interest would be harnful to everyone."11 For exanpl e,
the physician's obligation to informthe patient truthfully is an applica-

tion of the general noral rule "tell the truth" - or "it is wong to
lie." The physician who |lies or wthhol ds necessary information for
reasons of self-interest, e.qg., for fear of being sued, not only violates

a defined obligationwithin nedical norality, but if the act were to be
foll owed by everyone in like cases, it could clearly be shown to be
harnful to everyone, and as such the act violates a noral rule.

As one noves fromthe broken obligations that produce the nora

probl ens described earlier to a reviewof noral rules such as "killing
iswong," "harming others is wong," "msusing social institutions is
wrong," or "help others in need," "be fair," etc., nedical norality can

clearly be understood as application of the noral rules of this society.
The understanding of noral rule used here is that the recognized

exceptions to a rule are also contained inthe rule, e.qg., "killingis

wrong, except in self- defense, etc."12
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[11. THE FUNCTI ONS OF ETH CAL PRI NCI PLES

Bef ore di scussion of the relevance of the Bel nont draft principles,
a brief analysis of the functions of ethical principles is necessary.
There are three functions of ethical principles such as justice, respect
for persons, beneficience, etc. First, they furnish to society ideals
for critical appraisal of moral rules and the noralities of specific
groups. Morality, l|ike other human institutions, requires repair and
i mprovenent, especially in times of rapid social change. It nmay have been
for just such a reason that Congress perceived that the current noral
practices of physicians are not adequate for the conplex needs of patients
in health service prograns.

Secondly, ethical principles furnish to society the grounds for
justifying and validating the noral rules and for followi ng the nora
obligations enbodied in applications of the rules. Mral rules tell us
what to do in specific situations, but they do not tell us why the rules
arevalid. Nor do they tell us what to do in cases of conflict of rules
that produce great noral suffering. Ethical principles furnish a higher
social authority to refer questions about why one ought to act in a
certain way or what to do in cases of conflict. It is considered wong
inthis society to answer such questions with "well, because the rules
say so," or in conflict of rule cases to refer only to one's own situationa
self-interest for aresolution. It is also wong in conflict of rules
cases to refer to sonme supra- noral authority ("God told me to do it," or

"thedevil toldme todoit"). Ethical principles provide higher standards



to which we can appeal for reasons to back up and explain the nora
reasons taught in our noralities.

Thirdly, ethical principles have a synbolic function, because as
i deal concepts, they point beyond thenmselves to the cooperation and
reciprocity that are required for the social purpose of nmorality to be
achieved: i.e., the resolution of conflicts of interest and desires
To be noral at all, that is to overrule self-interest in cases where
following it would harmothers, requires that one be able to "reverse"
roles in behavior and imagine what it is like to be at the "giving and
receiving end of particular actions."13 Reciprocity, the ability to give
and take mutual ly, presunes that one can inmagine the self in the other's
place. Moral rules do not of thenselves furnish the notivation to
reci procate. As ideal constructs, ethical principles do not furnish the
sel f- respect or respect for others that is the presupposition of rmrality.14
Thus do ethical principles point beyond thenselves to sources of an
"ethical spirit" that shapes attitudes of self-respect and respect for
others that nust be internalized in the person. The sources of inspiration
are many, referred to as "post-ethical" or "neta- ethical" framework of
belief about the world, human destiny, and the nmeaning of human exi stence.
Because there are many and varied belief systems in a pluralistic society
that influence the shaping and sel ection of ideal ethical principles,
there is need for a "common ground" on which persons of differing beliefs
can stand to cooperate in the practical tasks of reasoning about the

great and small issues of noral conflict. Follow ng the next section

4-10



the discussion will return to the concept of a "common ground" as a

soci al - ethical contract.

| V. THE RELEVANCE OF ETH CAL PRI NCI PLES DEVELOPED FOR RESEARCH

The follow ng reasons are offered for the relevance to medical care
of the ethical principles developed for the conduct of research: these
principles (respect for persons, beneficence, and justice) a) are the
maj or sources of ideals for consideration of a change of social practice
in the ethical oversight of health service prograns, b) are the proper
sources of appeal when medical obligations are in conflict, or when nedica
obligations are in conflict with obligations owed in the research setting,
and c¢) point to the grounds for deferring any reasons of self-interest
for continuing the status quo in the conduct and oversight of health
service prograns to the larger interests of the common good that may be
served in adopting these principles as a social - ethical contract for
reforming practices on the basis of the well-considered facts of the case.
Inshort, it is claimed that those ethical principles are constitutive15
for the norality of medical care in general and for the conduct of health
service prograns in particular. The argunent attenpts to show that the
principles will fulfil their intended functions for the probl em under
st udy.

A The Major Sources of |deals

As the facts are gathered in a reliable conparison of nora

experience in DHEWsupported health service programs with the private

sector, the simlarities and differences will be conpared in the |ight
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of some ideal or cluster of ideals. People of good will have a choice
as to which ideal principles will shape the criteria for relevance in
maki ng ethical judgnments about the neaning of comparisons. The private
and the publically-supported spheres of nedical care can be conpared
strictly in terns of one principle like justice, respect for persons or
utility. According to the principle of utility, the proper purpose of
any policy is to bring abut the greatest balance of good over evil in
theworld. Uility conveys the notion that good and evil consequences
shoul d be stated in non- noral terms, be measured, and then bal anced agai nst
one another in a quantitative conparison.16 In the light of this ideal
one mght well decide that the only norally relevant difference between
private and publically-supported medical care was the total sum of
measur abl e health benefits for individuals that resulted fromone system
as conpared with the other. Ethical questions about the neans to the end
woul d not be of central interest and thus not truly worthy of analysis.
One woul d even be predisposed to accept sone |osses in strict observance
of noral obligations to achieve the highest sumof health benefits. For
example, if it could be shown that the physician time required to seek
i nformed consent from patients served in health service program seriously
reduced the availability of physician services to the total number of
patients to be served, it follows that a mninalist approach to inforned
consent should be the rule.

Fromthe ideal of personhood one should single out as the norally
rel evant difference between private and publically- supportednedical care

the degree of freedomand autonony afforded the individual in the choices
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of patients and physicians. Measuring freedomand autonony are inpossible.
What one accepts as evidence are tendencies in the means used in different
programs. Any tendency that reduces autonony in favor of strict utility
or coercion should be resisted. Infact, one would be predisposed to
accept losses in a potentially greater sumof health benefits in order to
protect individual freedomand autonony.

In many nodern debates of medical policy and practice, these two
principles are juxtaposed in conflict and debate proceeds in polarized
nodes while practical noral problems need resolution.17 The ethic of
physician self-regulation, long tied to the ideal of respect for the
i ndi vidual welfare of the patient, is suspect fromthe standpoint of the
insularity of the medical profession and its tendency not to regulate its
members with rigor.18 The argunents fromutility are equally suspect in
an era of increasing enphasis on human rights and | oss of confidence in
bearers of scientific expertise.

A strength of the Belnmont draft principles is that they present a
more conpl ex and bal anced systemof ideals fromwhich to consider the
problemat hand as well as other major issues in the total systemof health
care. The three principles add richness to the considerations that one
or even two do not. The noral problens of the patient, as described
earlier, should be understood as part of a systemof noral problenms exist-
ingwthin the total systemof nedical care. Any change of socia
practice in the ethical oversight of health service programs wll have
effects on the whole health care system and needs to be norally justified.

Wul d a deliberate change be to the better and in the interest of all?
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Let us suppose that careful and enpirical conparison of patients
and their experience in private care and DHEWsupported heal th programs
showed that patients in the latter group enjoyed significantly fewer
health benefits and al so showed statistically higher violations of the
five rights listed in an earlier section. Wuld not these data be suffi-
cient to appeal, on grounds of sinple justice and respect for persons,
for a change in ethical oversight of health service prograns? The caution
abut "excessive" regulation in papers by Mechanic and Levine possibly
reflects concern that intervention by rule-mkingw |l make a bad situa-
tion worse by denoralizing physicians and officials responsible in these
situations. The issue, however, is not only the interest of physicians
good but the good of all concerned. WII shifting the |ocus of responsi-
bility for ethical oversight of service prograns bring about nore good
than bad results? WII this step restrain tendencies that violate rights
and reduce direct health benefits? Inshort, the proposed step would
need to be justified in all of its major features in the light of the
i deal of beneficence, which states that we ought to do good and prevent
har m

Beneficence is a conplex principle which is treated in the Bel nont
draft as containing the principle of utility in one of its dinensions.
Inits other dimensions, beneficence states that we are required to do or
promote good and to avoid or remove harm  The ideal of beneficence is to
do good and not to do any harml9 rather than just to balance off a greater

amount of good than harm Ideally, inproving the ethical eversight of



heal th service progranms ought not do any harm but we know that every
practical intervention does carry risk of harm and that utility would
eventual ly figure in any concrete changes in the systemof ethical
oversi ght.

The principles of justice and respect for persons also furnish the
proper sources of ideals for consideration of changing the practice.
For the most just distribution of the goods to be brought about through
reformof practices of ethical oversight, a new systemshould be organized
to be as equal |y beneficial to disadvantaged patients as possible. Al so,
a systemof just distribution of responsibilities and remedi es for abuse
woul d have to be designed. Equal treatment of the responsible physi-
cians who work in health service prograns woul d be a relevant ideal, as
well as a fair systemof punishnent for those found in violation of the
rules. Further, any alternative to the present systemwoul d need to
approxi mate the ideal of personhood in respect to the autonony and freedom

of physicians and patients. Coercive tendencies should be absent or

at the | east possible nmininum

A much nmore conpl ete analysis of these three principles would be
required to conplete the discussion of their adequacy to provide ideals
for consideration of changing present practices. It is hoped that this

prelim nary discussion shows that the direction is pronising.
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B. Principles as Sources of Appeals

1. Validation
Know ng one's obligations is one thing, wanting to carry

themout is another. Qccasions arise in medical conduct when physicians
ask "why should I followthis rule?" or "why should | respond to a sa-
called right?" On these occasions, ethical principles serve to validate
the obligation by backing up the general noral rule fromwhich the
particul ar obligation is derived. The need for validation assumes the
kind of situation in which the questioner stands to gain personally by
negl ecting inportant obligations to others. The function of validation
is toclarify the ethical perspective, so that the specific obligations
are related to a conpelling and universal social good. Reasons derived
from ethical principles ought to validate the reasons furnished by
medi cal norality unless the physician wants to ask "why should | be nora
at all?" Fromthis question we can only refer the questioner to beliefs

about the nature of norality itself. Validation of obligations under

question is a different procedure than the justification of norality,
however, and it is the former that occupies us here. The claimis that

the Bel nont draft principles are relevant sources of validation for

physi ci an obligations to patients, including those in health service

prograns.
A brief reviewof the obligations stated earlier will set the direction
of the argument. First, when obligations to informthe patient truth-

fully and to seek consent for treatnment are in question, the answer is

to refer to respect for persons. To withhold the truth or alternatives
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for choice, wthout an overriding noral reason, demeans the autonony
and freedomof the other person. Secondly, the obligations ought to

be fulfllled to pronote the good of the patient and to prevent the harm
that can come fromignorance. Uninfornmed and unconsenting patients
cannot cooperate intheir own treatnent.

The obligation to preserve the |ife and wel | - bei ngof the patient
is validated by both the principles of beneficence and respect for
persons. Prevention of death and reduction of suffering are the specific
means of avoi ding harm but these means shoul d be vi ewed under the nore
primary inperative to restore the patient to the pursuit of the goods
of his life-plan. Yet, not sinply any neans of treatnent or palliation
shoul d be chosen, since each person has a uni que history and a particul ar
capacity torespond to treatment. Respect for the person shoul d condi -
tion choices of treatnent.

The obligationto maintain confidentiality, when questioned, can be
val i dat ed by benefi cence and personhood in varying degrees of force. The
avoi dance of harmto a patient is the prinmary validation of the bond of
confidentiality, in that others may act on know edge of nedical facts to
penalize the patient. For exanple, an enployer who does not knowt he
di fference between sickle cell trait and sickle cell disease may dismiss
acarrier identified innmass screening projects, if confidentialityis
br oken bet ween physi ci an- screener and patient. Respect for the patient's
personhood is relevant in that the physician owes confidentiality to a
particul ar individual who has consented to the patient-physician

agreenent.



Finally, the obligation to treat patients equally on the basis of
need is validated primarily by the principle of justice that requires
that the physiciandistribute his know edge, time, and skill as fairly
as possible to the persons who depend upon those goods. There are
varying concepts of the fairest neans to do justice20 that can each be
used to validate particular choices.

2. In Cases of Conflict of Obligations

Cccasions frequently arise in which two or nore obligations
conflict inthe same situation. Should a patient with a pre-existing
heart condition be fully infornmed abut the newy di agnosed presence of
cancer? |Is it right to admt al coholics or chronic snokers to preferred
alternatives for treatnment that will be |ess unavailable to deserving
others? \Wen noral uncertainty is added to the nornal anbiguities and
doubt s of decision-making, the decision-naker suffers nore. One of the
pur poses of ethics is to aid in the resolution of dilenmas of nmoral con-
flict by evaluating alternatives in the |ight of ethical principles.

In such cases, one ought to clarify the facts of the conflict and then
wei gh the obligations inreference to ethical principles. The function
of ethical principles is to provide relevant standards for ordering
priorities of obligations.

A nore extensive discussion would show that each of the three princi-
ples is relevant in varying degrees of force to the resolution of typica
moral conflicts in the practice of medicine. At this point, it should be
noted that obligations in medical care can be in conflict with obliga-

tions inresearch if both are proceeding in the sane patient. The norally
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relevant simlarities and differences between research and practice
can best be anal yzed in cases of conflict.

The differing purposes of the two activities constitutes a norally
rel evant difference that ought to be weighed in conflict situations.
The purpose of practice, when viewed fromthe standpoint of the individua
patient, is to decrease synptonms or pathology in a specific individua
whose heal th probl em shoul d be considered in the context of multiple
rel ati onships. Inpractice the physician does something "for" another
The purpose of research is to obtain know edge, and the investigator does
sonething 'to" another. Both purposes are norally justified, in that
the increase of the good of individuals and society is the undergirding
reason for both practice and research

Whi ch of the two purposes has priority in cases of conflict? Non-
t herapeutic research in sick patients provides the cl earest case of
conflict. The know edge gained will not directly benefit the patient.
When pursuit of know edge conflicts with the goal of treatment a higher
priority should be given to treatnent in a systemof val ues where respect
for persons outwei ghs collective interests in such cases. On the other
hand, if research needs to be done with a therapeutic intent, perhaps
to save the patient's life, then the purpose of research takes priority
over existing treatment. To fail to do research in such cases would be
to choose the wong priorities. Thus, the specific noral relevance of
the different goals of research and practice depend upon the circum
stances and the actual shape of the conflict. The good of the individual
person shoul d take precedence in cases of conflict, except in the event

of a disaster where the survival of the society itself takes priority.
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The activities of physicians and investigators also constitute
moral ly relevant differences. Selection of subjects for research
involves a different set of procedures and intentions than selection
of patients for treatment. The interests of the investigator in the
know edge to be obtained take priority in research. The needs of the
patient take priority in treatnent. The noral relevance of the differences
inactivities applies mainly in cases where the activities are conbined
in the same physician-investigator and nmultiple conflicts of interest
arise. |If a physician's patients are participating in a random zed
clinical trial of which he is the principal investigator, conflicts arise
in which the physician-investigator nust choose between which activities
ought to be pursued. Once again, the conflict should be resolved by
eval uating the weight of obligations in the |ight of ethical principles.
The wel | - beingof the patient takes priority as well as the activity of
t he physi ci an.

The Mral obligations that govern the conduct of investigators
towards subjects have certain sinilarities to those of the physician
towards the patient, as shown in the Levine paper. The ngjor sinmlarity
is the consent obligation with both major features to informtruthfully
and obtain consent. Obligation to select subjects in such a way as to
distribute fairly the burdens and benefits of research is also simlar
to the obligation to treat patients equally on the basis of need.
Confidentiality of the data in research, to the degree agreed upon, is

simlar to the confidentiality obligation in practice.
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Suppose Congress had asked the ethical question sonewhat nore
explicitly: " Shouldone do unto those in the research setting what one
woul d want done unto himin treatment? Are the noral obligations
simlar enough to be approached uniformy? O are the noral obliga-
tions sufficiently different to constitute two types of applied norality
fromthe sane general principles?" The answer is that some of the
obligations that apply in the research setting apply in treatnent and
vice- versa. Yet, it would be self-defeatingand norally inpossible to
make a rul e that what one ought to due in treatment ought always to be
done in research and vice- versa.21

To do so woul d def eat the other order values inthe society. Thelife
and wel | - bei ngof the patient points to a higher value, in the hierarchy
of values of the society, than science. To pronote the good of the
i ndi vidual and society, specifically internms of health, is a condition
of science. Science is one neans of achieving this higher good, but
unlessit is actively applied to benefit the individual and society
a |l ower value tends to supplant the higher good.

For this reason, nedical obligations and research obligations ought
to be taught as applied fromthe same general set of noral rules that
are structured by the functions of the same set of ethical principles.
Yet, the obligations ought, to be taught as two types of applied norality
for settings with different purposes. There can be conflicts of obliga-
tions within the research settings al one, the nedical setting al one, and
when these two activities meet in the same patient and the physician-
investigator. The noral rules and ethical principles will be essential

to sorting out issues and wei ghing alternatives in each instance.
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It follows fromthis conclusion that the guidelines for the conduct
of research devel oped by the Conmi ssion should not be taken as litera
points of departure for regulating the conduct of health service prograns
that have therapy as their basic intent. The principles devel oped for
research have rel evance, if the previous argunents are persuasive, and
mght to be applied to the conduct of health service prograns as work
proceeds in evaluating the noral experience of participating physicians
and patients. Any new statement of noral obligations in the setting of
heal th service prograns ought to presuppose the principles of the Bel nont
draft.

C. Principles as Synbolic of a Social - Ethical Contract

The posture and | anguage of the paper, to this point, have been
characterized by objectivity on the problemat hand. The | anguage of
rights and noral rul es presupposes di stance, conditions of inpartiality
and generality.

There is another side to norality, the subjective side. Inthe
attenpt to anal yze, to be objective, to achieve a standpoint to eval uate
moral conflicts, one must not evade the fact that the real situation
morally is that there is no absolute or universal standpoint where we
achi eve objectivity about particular noral decisions. As A ken noted,
"Mrally, we are always in the niddle of things, confronted with eternally

exceptionabl e precepts. ."22

We cannot transfer our own noral responsi-
bility onto the fiction of an absol ute standpoint, however useful the
achi everment of a degree of objectivity in the consideration of a nora
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To return to an unfinished theme of an earlier section, ethica
principles do not furnish the self-respect and respect for others
required to make norality possible in the everyday sense of being noral
to reciprocate and cooperate. Wthout sources of conmtnent and
experiences that flourish self-respect there could be no affective
morality. The beliefs and social experiences we have together make a
prof ound subjective influence on norality. [f one believed that nora
deci si ons are neani ngl ess because, there was no meaning or value to living
in the first place, there would be no plausible reason for wanting to
be noral. Religion and other world- views provide these sources of
inspiration, but the society grows increasingly pluralistic. No one
interpretation of the meaning of norality holds sway, nor ought such be
the case. Maclntyre's earlier paper for the Conm ssion described the
fragmentati on and di sagreement that prevails in the norally pluralistic
si tuation.

The problem is how do groups and individuals wth profoundy different
beliefs and worl d- views find enough "common ground” to want to be noral
act on their convictions, and to change social practices that cause
great harm to persons?

The use of the social contract theory to explain the origin of

governnent has |ong been discredited from the historical perspective.23
There were continuing efforts, however, to use the theory to explain
the relationship of citizens to government. |nthe |ast century, S. T.

Col eridge argued eloquently for the idea of an "ever- originatingcontract,"

not as a fiction but as a way of defining the continuing ethica
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foundation of society.24

For Col eridge, what distinguished a politica
community froma band of robbers was the principle of consent that
operated within the terms of noral freedom Consent involved the
recognition of the individual's personality by the community and the
state, in return for which the individual agrees to the obligations of
citizenship. The state nust treat the citizen not nerely as a means but
as an end. The constitution of the state follows naturally fromthe
contract idea and serves as the enbodi nent of the social contract between
citizens and their society. The consent of the governed in free elections
points to the deeper consent to the ethical contract between citizens
and the society.

The author is interested in the fruitful ness of social - contract
theory for illumnating a synmbolic "common ground" - on the other side
of ethical principles, but prior to the level of religious or other forms
of ultimate commitnent - that can unify citizens of very different belief
systems for the task of ethical analysis of the noral problens in the
soci ety and deli berate change to resolve the greatest contradictions.

This paper is not the place for extended exploration of the fundamentals

of a theory. To set a direction for argunent using the probl emunder

study is the intention here.

The phrase "consent of the governed" is an idea that reconciles
the conflicts between liberty and law. The ideais that people wll
freely obey the demands or a governnent that they had created and chosen
to obey, as long as the law of a particular governnment remains faithfu

to the prem ses of a constitution. Sone political theorists have sought
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to explain political obligations only as a struggle for power and based
on conflict. If one is interested in explaining political obligation
as one formof noral obligation, some synbolic formis required to
provide that which ethical principles cannot provide, that which can
move us to put our hearts as well as minds into acting on noral reasons.25
The idea of a "social-ethical contract” to which all menbers of a
society are a part is one way - necessarily synmbolic - of expressing the
truth that unless there is cooperation and reciprocity, noralityis
functionally inpossible. Unless one is to believe that society is a
real |y Hobbesian war of all against all, some other symbolic formthat
more truly illumnates the ethical presuppositions of institutions is
required. The concept is that the explicit and political consent of
the governed presupposes a social - ethical contract between all nenbers
of the society to which they give an inplicit consent on each occasion
of a noral decision, that is in those cases where reasons of self-
interest are overruled for reasons of a larger social good. The funda-
mental statement of the social - ethical contract, metaphorically speaking,
is "l believe that it isinny interest to be noral.” Wthout sone
unspoken but synbolic agreement of this nature, one could not make sense
of the cooperation and reciprocity that can be commonly observed.
If it isinthe interest of all to be noral, it nust be in the interest
of governnent to keep the social-ethical contract as well as specific
constitutional obligations. Inthis view, the latter rest upon the forner.

The consent of the governed thus means that the governed expect government

to pay critical respect to the fundanmental val ues and noral convictions
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of the society. The termcritical respect indicates that (1) there are
degrees of priority in the selection of enforceable norality, (2) norality
is always in process, as are all institutions, and (3) the search for
truth and the search for justice are indissolubly Iinked.

Inshort, actions by government that violate the consent of the
governed are not only those that are unconstitutional but those that break
the social -ethical contract by conveying that it is not in the govern-
ment's interest to be nmoral. It follows that government is accountable for
actions taken in the name of the people that these actions not violate
the integrity of their consent. The nmeaning of accountability here is
that government is like an agent answerable for actions pronised under
contracts or agreenents, and further that a responsible agent acts in the
expectation of a response fromthe other parties to the account he wll
give of prom sed actions.26 The health service prograns under study here
were designed to conpensate for injustices and gaps in the private system
The nmoral obligation of government is so to conduct public programs or
assure their conduct so that the social-ethical contract with the nmenmbers
of the society is upheld. An accountable government expects a response
fromthe people to actions taken in their name and concerns itself with
preparing to make an answer to that response. It should be a matter of
moral concern to the Comm ssion that at present no reliably informed
answer could be given to questions posed by the public abut ethical
conduct of health service prograns.

To summarize notivation for the argunent in this section: the rele-

vance of the ethical principles is that they point beyond thenselves to
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a social -ethical contract that provides notivation for wanting to be
moral in the conduct and reformof health service programns.

V. Concl usion

The argunent began with the claimthat Congress had asked an

et hical question that needed to be answered first on noral grounds.
Because the necessary facts to conpare private and public nmoral experience
are unavail able, only a formal case could be nmade that the Bel nont draft
principles are applicable to health service prograns. The approach was
to identify the nmajor obligations of physicians towards patients and then
to test the principles in each of their intended functions in relation
to the obligations.

Anot her way to state the purpose of the argument is that it seeks to
persuade the reader that answering Congress' question first fromthe
standpoint of the institutional relevance to practice is not the best first
step in noral reasoning. To answer ethical questions, one shoul d eval uate
the question first in terns of the w dest obligations and fromthe
perspective of issues of the greatest social good. Setting self-interest
aside is not the mark of Levine's paper. To the extent that Levine's
work dwelt nainly on professional issues and naking anal ogi es between
medi cal and research obligations, it did not meet the tests of a ful
ethical argunent, On Levine's side, it must be said that to construct
an et hical argunent was not his nmain purpose. He succeeded admrably in

breaki ng, newground in an inportant area of nedical practice, especially

in the concept of "practice for the benefit of others.”
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A final word nust be said about the efficacy of the "social - ethica
contract.” Inthe final sense, even synbolic forns are not truly adequate
to nove persons to be moral. W are free or not to commit ourselves to
synbolic forns and allowthemto nove us to action. The self is nore
than its commitrments, and as A ken persuasively shows, the fundanental
"character of the noral situation" itself is that we nay choose in every
new situation not to abide by past onalties.27 Thus, the argument

finally cones to rest in the fundanental human freedomof the noral situa-

tion.
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As the National Conmission considers the appropriateness of
applying to the delivery of health services the principles and guide-
lines it identifies as underlying the conduct of bionedical and
behavi oral research involving human subjects, it should be hel pful
to outline howthose principles have been related to health care.

One inportant characteristic of analyses of health care delivery is
that they often deal with the distribution of services to |arge groups
of people. It is not surprising that when health care is considered
questions of morality often concern allocation of nedical resources
anmong the health needs of groups insociety. Such problems of nacro-
allocation (as distinct frommcro- allocation, the distribution of
scarce resources anong individuals within a group) are what theories
and principles of distributive justice are designed to address. Re-
spect for person and beneficence are noral principles relevant to
health care and they will be discussed in this paper, but primarily
as they help define and nodify distributive justice.

It is useful to begin by noting the broadest definition of justice:
Justice is rendering to each his due. Distributive justice is the
formof justice concerned with distributing among persons the benefits
and burdens that are their due. Abstractly stated, distributive justice
requires persons to be treated alike unless there are relevant differences

among them Aristotle observed that “all men hold that justice is sone
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kind of equality," and some have proceeded to claimthat equality is

the controlling principle of distributive justice. (Bedau, p. 171)

VWhen understood to mean that every person ought to enjoy an equal |eve

of well - being, including health, inportant inplications flowfor the
organi zation of health care. W will later note several ways in which
equal ity among persons has been related to health care, but we will first

| ook at a position that interprets distributive justice in terms of
utility or beneficence, and exami ne one that places respect for autononous
persons at the center of a theory of distributive justice. The concrete
macr o- al | ocation question raised for each position is whether or not to

develop the artificial heart.

Uilitarian

For sonme anal ysts a health care systemis just if it produces the
great est possibl e bal ance of benefits over harms. The Bel nont paper
call's such a consideration a formof beneficence. Intraditiona
ethical terns, it means that health care shoul d be distributed according
toutility. Understood in this way, the goal of health care is to
achieve for the majority the highest I evel attainable of infant survival
years of |ife expectancy, and total work days free fromhospitalization
Joseph Fletcher is convinced that just such maxi m zing of the nunber
of recipients of health care and optinizing of the quality of that care
is what distributive justice requires. In other words, distributive
justice means "seeking the greatest good (health) for the greatest nunmber

possible." (Fletcher, pp. 107-108)
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O hers who have argued that ethical considerations denmand that
heal th care maximze the majority's level of health are nmore carefu
about how the few should be treated; how specifically respect for
persons nodifies the calculus of utility. Cdark C Havighurst, in
his coments on the ethics of government funding of an artificial
heart program assumes that the decision as to whether to proceed
shoul d be settled by cal culating benefits and costs. |f the potentia
benefits frompublic or private projects exceed potential costs,
they should be approved without concern for conpensation of the actua
losers. Still, he believes that within practical linmts justice my
require that those who are harmed by the actions benefitting the majority
recei ve conmpensation. (Havighurst, p. 249)

Anot her advocate of this position proposes that society design the
nost conprehensive, as well as discerning and inpartial cost/benefit
anal ysi s possible. Tom Beauchanp, |ike Havighurst, believes that health
care prograns, such as devel opment and distribution of the artificia
heart, would be defensible if (but onlyif) they were justified by a
cost/benefit analysis. However, he concedes that sometimes it would
not always be permssible to followthe dictates of such a cal cul us.
I ndeed, he would invoke broader considerations of justice, not nerely
interms of conpensation, but as a "threshol d” consideration. (Beauchanp,
pp. 20, 27- 29)

Criticisms of this position arise fromcriticismof the theory of
utilitarianism Evenif the health of the majority of society were
benefitted by a health care systemthat slighted the care of such

mnorities as the aged, children, the disabled and the dependent poor
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would it be ajust health care systen? Critics insist that it is not
obvi ous that mnority popul ations should be allowed to die early in
order to inprove the society's success in decreasing average norbidity,
or even nortality, rates. Howis the worth of these vul nerable popu-
lations to be deternmined? Surely not sinply on the basis of their
benefit to the health or well-being of society. Arrangenments for
conmpensating those mnority popul ations harnmed in benefitting the
health of the majority cannot be substituted for the demands of dis-
tributive justice. Justice nust govern initial distribution of medica
and health care benefits.

Some critics declare that distributive justice cannot be acconp-
dated to utilitariani smsince whatever sophisticated formit mght take,
it depends on conputing the sumof the benefits produced, rather than
the justice of howthe benefits are distributed to individuals. (Mller

1976, p. 39)

Entitlement to Health Care

While the Uilitarian position just discussed has been dism ssed
by sone critics as not founded on distributive justice because it is
grounded in utility, bringing about the balance of benefits over harns,
another position that can be called the Entitlement position has been
attacked for being so concerned with respect for individual persons

and their autonony that it also ignores crucial issues of distributive

justice.



Robert Nozick is the |eading advocate of the Entitlenent position
He argues that his views do satisfy the requirements of distributive
justice, but he makes it clear that his theory begins with the autononous
person. He starts his major work on the subjects by saying that individuals
have rights, and there are things no person or group may do to themw thout
violating their rights. (Nozick, p. ix) He later cites the physician
as an exanple of a person whose rights to offer his skill for whatever
personal reasons should not be violated by society's idea of how nedica
care can nost appropriately be distributed to nmeet its needs. "Just be-
cause he has this skill, why should he bear the costs of the desired
al location, why is he less entitled to pursue his own goals, within the
special circunstances of practicing medicine, than everyone el se?"
(Nozick, p. 234)

The Entitlement position can just as stoutly defend the rights of
patients. As long as they acquired their wealth justly, whatever |eve
of health care patients purchased would be just, and society would not
be respecting patients as persons if it interfered by inmposing its
schenes for allocating health care. The position includes the proviso
that an individual cannot consune an irreplacable resource (such as the
single culture necessary for the only vaccine that can irradicate a
plague) if the disappearance of that resource worsens the position of
others to the point that they cannot be conpensated. (Nozick, p. 178)

Nozi ck brushes aside traditional forms of distributive justice as
athreat to the individual because they take possession fromindividuals
and allocate themto others according to some overarching, social pattern

Instead of future benefits or present patterns of equality, Nozick stresses
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the worth of past actions and conditions of individuals. He sonetines
even refers to his position as the " historical - entitlenment"vi ew of
justice, because it is on the basis of their present and past that
persons are respected. The Entitlenment positionwould say that if
physi ci ans, indeed a | arge nunber of physicians, wished to devote their
entire resources, tinme and energy to devel opi ng and narketing an
artificial heart to be sold at prices that woul d make themavail abl e
for only avery few, prinmarily the wealthy, the free choice of physicians,
shoul d be respected, however little their choice contributed to im
proving the overall health of the society or violated some pattern of
equality.

To understand criticisns of the Entitlenent to Health Care position,
it is necessary to |look at Nozick's outline of how he nmoves fromhis
assunptions to his concl usions.

1. People areentitled to their natural assets.

2. If people are entitled to sonmething, they are entitled

to whatever flows fromit (via specified types of processes).

3. People's holdings flowfromtheir natural assets.

Therefore

4. People are entitled to their hol dings.

5. If people are entitled to sonething, they ought to have it

(and this overrides any presunption of equality there may
be about hol dings). (Nozick, pp. 225-226)

Nozick's entitlement term nol ogy does not allowhis first prenmse
to avoid a frontal clashwith a common intuition shared by many and
articul ated by John Raw s: Respect for persons shoul d not | ead anyone
to think that each person deserves his place in the distribution of

native endowrents, any nore than he deserves his initial starting place

insociety. Indeed, for Raw s one of the nost inportant tasks of human
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justice is to overcome the results of the "natural lottery"™ in native
assets. (Raw's, p. 104) Wile Nozick recognizes that there are many
unj ust acquisitions and transfers of possessions and assets, and woul d
no doubt favor rectification in the formof health care for whatever
physi cal handi caps resulted, what of those with natural liabilities,
for which no discernible unjust action is responsible? Are we ready
to say that these persons are entitled to their physical handi caps?
Anot her chal lenge to Nozick is directed at his second prem se
particularly that people are entitled to whatever flows fromtheir
natural talents and abilities. Hs critics think that Nozick is
idiosyncratic in his basic intuition that respect for individuals
entitles themto do whatever they want with what they receive or
acquire. In the real world, rights of individuals and groups clash.
Thomas Nagel insists that no person possesses absolute entitlenents
like those Nozick believes in. Even if a defender of the Entitlenent
position were to believe that clashes anong individuals claimng their
rights to acquisition and transfer of hol dings could generally be
sol ved through contracts nade in the marketplace of supply and denmand,
the question would remain as to whether nedical care in particular is
desired in the way consuners desire other goods. |s not the urgency
and | evel of demand, especially in acute nedical care, often the
result of accident or forces well beyond the consuner's control and
free choice? A proponent of a free market systemof distribution of
goods might still believe that the specific characteristics of medica

care dictated the enploynment of other, nore relevant nodes of

di stribution.



Nozick's critics also attack his third prem se, arguing that he
does not sufficiently recognize that neither a patient's nor a
physician's wealth flowsinply fromtheir natural assets. Society
can claimmuch of the responsibility for both the advantages and
di sadvant ages with which the individual physician and patient approach
the training of physicians as well as the transfer and acquisitions of
medi cal case. Therefore, nmore than Nozi ck acknow edges, society is
justified in intervening in the distribution of health care delivery.

Rej ection of one or nore of these premises prevents critics from
agreeing with Nozick's conclusion that a respect for autononbus persons
overrides presunptions of equality. Critics can not agree that respect
for persons and their autononmy neans that physicians are entitled to
of fer services in whatever manner and for whatever price they choose,
and that consumers are entitled to acquire health care at whatever
| evel their wealth and incone al |l ow.

By contrast to the first two positions explored so far, the next
three positions relating justice to health care make equality a necessary
part of distributive justice, although it is the |ast position that

attenpts to be strictly egalitarian.

Decent M ni mumof Health Care

Charles Fried has relied on both respect for persons and equality
to specify howdistributive justice requires that society provide a
decent mninumof health care (and only a mininum toits citizens. n

the one hand, Fried thinks that patients who have the means to obtain
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a higher level of health care than others should be free to purchase it.
At least in the United States, a social systemhas been instituted where
t hose who want fancy or nore individualized services can get themif
they are willing to pay nore. The systemwhich says that respect for
aut ononous persons allows variation in wealth and income is not itself
moral |y suspect. He does not see why a sector |ike health care should
be carved out and governed by different noral principles. (Fried, 1976
pp. 32, 33)

On the other hand, in all areas of society, "there obtains a notion
of a decent, fair standard."™ Fried argues that the decent mninmmin
respect to health should be distributed equally to all nmenbers of the
society. He is not entirely clear on the crucial point of whether the
equality is in terns of a guarantee to all citizens of an equal decent

mnimum | evel of health, or in terms of making available a fixed amunt

of health care. Fried says that "theconcept of a decent mninumis

always relative to what is available over all, and what the best available
m ght be." He suggests that no maternal and child care and humane
surroundings of all health care are essential elements in the decent

m ni mum provi ded directly by the government. (Fried, 1976, p. 32)

However, he also says that he prefers assuring each person a fixed anmount
of noney to purchase nedi cal services as he chooses, realizing that a
decent minimum of health care understood in this way woul d continue a
systemwhere the poor woul d be unable to get the level of care available
to the rest of society. The advantaged, after all, could add the govern-
ment allotnent for health care to their already existing resources and

purchase nuch nmore than the decent nininmum available to the poor
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A decent mninumwoul d certainly not provide every citizen with
equal access to an artificial heart. It would allow devel opnent and
purchase of artificial hearts by those who could afford it. In fact,
the weal thy could justifiably include their government subsidy for
health in their paynent for an artificial heart.

As is the case with all mxed positions, nore thoroughgoi ng ad-
vocates of respect for persons or equality can criticize the confusion
created by conpronise. A decent mininmumof health care, through taxation
forcibly renoves sone financial assets justly acquired by persons, while
failing to achieve for all citizens equality in levels of health care,

l et alone of health. A so, Fried is not clear what shoul d be done for

t he poor who receive a fixed amount of noney for health care, spendit

on non- heal t hexpenses, and then discover that they have a condition that is
certainly and inmnently fatal, but can be treated and probably cured

t hrough standard nedi cal procedures. Wuld society point out that it

had respected the autonony of persons who exhausted their noney and

actually refuse to provide medical treatment to such persons?

On the other hand, the position can be praised for itsplausibility.
It is sensitive to noral intuitions that society should not entirely
negl ect any of its citizens' basic needs. At the same time it recognizes
limtations by restricting assistance below a | evel that would disrupt

the entire political and econom c systemof society.

Maxi m n Level of Health Care

The Maximn Level of Health Care position attenpts to be nore generous

than Fried' s decent minimumin distributing health care in a way that does
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not increase social inequality. The position is based on John Raw s’

theory of justice. Rawls asks us to imagine persons in an "origina

position" of ignorance about variations in natural abilities or respective

places in the social order, but know ng general facts about the human

condition and natural and social laws. He thinks that if persons in

such a position were asked to select principles governing society, they

woul d prudently defend their interests by choosing rules whose effect

on each of themwould be the |east damaging possible. In other words,

they woul d choose a maxi mumminimum or "maxinmin."™ Not knowing their

chances of increasing or decreasing their share of primry goods, such

rational agents would follow a maxi mum m ni mum approach to justice and

adopt the principle that each menber is entitled to "anequal right to

the nost extensive total systemof equal basic liberties conpatible

with a simlar systemof liberty for all."” Aware, however, that incentives

for the nore talented and productive individuals lead to benefits for

every person, they would adopt a second, "differenceprinciple, ™ that

permtted social and economic inequalities. But in a continuation of

the maxim n approach, inequalities would be pernitted only so long as

they led "tothe greatest benefit of the |east advantaged," and only

if the inequalities were "attached to offices and positions open to

all under conditions of fair equality of opportunity.” (Raws, p. 302)
Enpl oying Rawl s' theory of justice, Ronald Geen argues that rationa

agents in the original position, confronted with howto relate justice

to health care, would secure the highest miniml level of health care

for themselves and their |oved ones. Be believes that such rationa

agents could consider health care a primary social good conparable to
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civil rights and liberties. |If they did, health care woul d be governed
by Raw s' egalitarian first principle, and equal access, irrespective
of income, to the nost extensive health services the society allowed,
woul d be approved as the position conformng to the demands of distri-
butive justice. (Geen, 1976, p. 117)

But how woul d maxi mi n reasoni ng understand justice in circumstances
where the anount of health care to be distributed was |imted? Geen
says that a "lexical ordering” of health care is the single mst inportant
inplication of contract theory for the macro- allocationissue. (G een,
1977, p. 14) He nmeans by lexical ordering maxi m zing health benefits
for the worst-off group, and only when substantial progress with them
had been achi eved shoul d benefits be given to the next |east- advantaged
group, and so on until medical prograns for the advantaged were undertaken

One difficulty is identifying the worst-off group. Are they the
medi cal |y or the econonically | east- advantaged? G een sonetinmes says
that they are the group with the worst health; those with conditions
that cause the greatest physical and nental suffering. Oher tines
he assumes that the medically worst off are the same as the econonically
| east advantaged, and says that a just health care systemwoul d benefit
those suffering diseases that he believes are found disproportionately
anong the poor: arthritis, hypertension, malnutrition, and work- related
injuries. (Geen, 1977, pp. 31-33) The objectives of federal health

prograns, as described in the 1974 Catal ogue of Federal Domestic Assistance

(National Conmission Staff Paper, Appendix B), reflects the same confusion
as to whether nedical care is directed to nedical or econom c need. Sone

prograns concentrate on areas of the nation with scarce health services
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(Fam |y Heal th Centers) and critical shortages of health personnel
(National Health Services Corps). Qher prograns focus on children
inlowincone areas (Health Care of Children and Youth) and areas
suffering fromsevere economic distress (Maternal and Child Health
Servi ces).

Anot her problemis the definition of health. Wen health is
said to be a primary social good and the measure of the |east ad-
vant aged, does health nean a physical organismfunctioning as nost
ot her such organisms do? O is the health regarded as a fundanent al
good equivalent to civil rights and liberties nothing |ess than what
the Wrld Health Organi zation defines as a state of conplete physical,
mental and social well-being? Are the |east advantaged to be defined
by their distance from such an inclusive understanding of health? And
what woul d such an enconpassing definition nmean for the Indian Health
Service and its objective of raising "to the highest possible |evel
the health of approxi mately 498,000 Arerican Indians and Al aska Natives?"
(National Commission Staff Paper, Appendix B)

There does not seemto be any inherent reason why the Maximin
position could not consider those needing an artificial heart anong
the medically | east advantaged, and therefore place a high priority
on developing it. As it happens, Geen calls for anoratoriumon
devel opment of the artificial heart. He thinks that rational agents
woul d consider those with chil dhood di seases or conditions of high
morbi dity (great physical or mental suffering) as less nedically
advantaged than the likely users of the artificial heart, those beyond

a "normative age" who have heart disease. |In fact, if those whose |ives
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are prolonged suffer fromstrokes or cancer, the artificial heart
m ght contribute to increasingnorbidity in society. If the |east
advant aged are to be equated with the poorest, Greenis certain
that the artificial heart does not selectively benefit |ower income
individuals, nor is it the nost effective means for treating their
typical healthneeds. (Geen, 1977, pp. 11, 12, 17)

Interpretations of Raw s other than Green mght regard health
care as amaterial good conparable to wealth, and therefore to be
di stributed according to Rawms' "differenceprinciple." Accordingto
such an interpretation, a governnent that paid the health care of the
affluent mght still serve justice if by doing so a single and nore
effective heatlh care systembenefitted most the health of theleast
advantaged. In this fashion calculation of howto nmaxim ze benefits
woul d be all owed to nodify equality. As we shall see, thoroughgoing

egal itarians object to such reasoning.

Equal Access to Equal Levels of Health

The first part of this position stresses the first part of the
formal definition of distributivejustice: Persons are to be treated
alike. Al persons shoul d have equal access to health care regardl ess
of their financial, geographic or other differences. Persons wth
simlar nedical cases should receive simlar treatment. Except for
the sickness itself, no differences anong the sick are relevant. As
grounds for his position of equal access to health care, Gene Qutka

points to the noral perspective of equal regard for all persons, and
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the fact that in general humans are equally vul nerable to accidents
and illnesses for which they are not responsible.

The second part of the position (conpatible with Qutka's) focuses
on the second part of the formal principle of justice: Persons are

to be treated alike unless there are relevant differences. Level of

sickness is identified by this position as the nmost significant rel evant
difference. It will not be enough for persons to receive the sanme
amount of health care. Uniquely anong those studied, this position
demands that for distributive justice to be served varying degrees
of medical need must be net for persons to be treated as equals. As
Robert Veatch states the position, "justice requires everyone has a
claimto health care needed to provide an opportunity for a level of
heal th equal, as far as possible, to other persons' health." Some
such assunmption may |ie behind the objective of the Mgrant Health
Program "Toraise the health status of migratory seasonal farm
workers and their fanilies to that of the general population.”
(National Conmi ssion Staff Paper, Appendix B)

Sone egalitarians mght find Veatch's formulation, limting
care of individuals to other persons' |evel of health, as too weak
a view of equality. They would concede the position nmay be adequate
for guaranteeing care of nedical needs, but what of wants or desires
concerning health? Should these be limted by a single |evel of
health? David MIler believes that "because people have varied needs
and wants, physical resources such as food, nedicine, and education
shoul d not be assigned in equal quantities to each man, but in

different proportions to different people, according to their peculiar
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characteristics.™ He bases his position on the notion that "every nman
shoul d enj oy an equal |evel of well-being.” Thislevel is not net by
only satisfying needs, but by providing "as |arge a proportion of each
person's further desires as resources will allow" Each person's
different level of desires is measured on an individual "scale of well —
bei ng," indicating the allocation of resources which would give him
the | east and greatest well-being. Justice requires that each person
shoul d enjoy as high a position on his own scale of desire for well -
bei ng as every ot her person enjoys. (David MIler, pp. 149, 144)

Rat her than trying to meet possible objections fromegalitarians,
t he Equal Access to Equal Levels of Health position attenpts to neet
attacks fromnon-egalitarians. Veatch's saying that justice requires
that health care " providean opportunity" for equal |evels of health
points to notions of individual autonony behind those who enphasi ze
respect for persons. Individuals who repeatedly refuse to take
advantage of treatments provi ded should not be required toinprove
t heir heal t h.

When Veat ch says that health care is to provide health equal,
"as far as possible," to other persons' health, he accepts calculation
of efficiency inincreasing benefits as alimtation on equality.
For exanple, treatnents are not necessary for the incurably sick who
cannot find any use for the resources allocated to them Wile dis-
tributive justice requires extension of health care to all persons
regardl ess of intensity of need, the Equal Access to Equal Levels
of Health position allows linitations based on the distinction between

need and desire. Qutka suggests cosnetic surgery as an exanple of a
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techni que to which society would not be required to provide equa
access. Veatch adds treatment for bal dness, prenatal sex selection
personal attendance by physician traveling conpanions, and electrica
stimulation of pleasure centers of the brain. (Qutka, 1966, p. 92;
Veat ch, 1976, p. 141)

It is not surprising that this position has difficulty nmaking an
unequi vocal judgnent regarding the artificial heart. Surely those
who seek an artificial heart to prolong life cannot be disnissed as
desiring a trivial benefit. They could nake a plausible case that they
desperately need to benefit froman artificial heart if their |evel of
health is to be equal to others. As it happens, Veatch thinks that the
high costs of an artificial heart mght nmake it inpossible to restore
those even nore nedically in need to a |evel of health equal to others.
He thinks that his position could justify a legislature not voting to
expend public nmoney on such a project. (Veatch, 1977, pp. 16, 17)

Non- egal i tariansremai n unconvinced by the Equal Access to Equa
Level s of Health position. Those enphasizing entitlenent believe that
respect for persons' autonony is being violated if their wealth is
taxed in order to provide equal levels of health to all citizens. Those
who say questions of distributive justice should be decided by cal cu-
lating how to maxim ze benefits accept the point nade by strict
egalitarians about the difficulty of separating needs fromdesires.
However, they conclude that meeting even genuine health needs can never
be net by finite human resources, and therefore that equality of need
is a practical inpossibility as a criterion for just distribution of

health care. Even those who see the benefit of maximzing equality do
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not believe that justice requires the inpossible, and therefore reject
the position that distributive justice demands that one of the benefits
soci ety must provide its citizens is equal |evels of health. (Beauchanp,

p. 20)

Concl usi on

Conver gence anong the positions appears at certain points. Even
those positions that choose either beneficence, or respect for persons,
or equality as the essence of distributive justice do not ignore the
i nportance of the others. For exanple, beneficence as understood by
Havi ghur st and Beauchanp, is supplenented by ot her consi derati ons.
Equality, as devel oped by Outka and Veatch, is conplenented by benefi -
cence and respect for persons. On anore practical level, all the
positions exam ned here that believe equality is significantlyrelevant
to health care al so believe that justice requires that society provide
at least amnimumlevel of care. They continue to debate howjustice
m ght further specify such a mninmum but none argue that the mni num
shoul d include providing artificial hearts to those whomdoctors declare
need t hem

O course many differences persist. There is |ack of agreenent
as to how key concepts shoul d be defined and used. Health is a
notoriously ambi guous term Al though there are variations in degree,
all the positions outlined here are affected by how health is defined.

None carefully restrict the meaning of the term Also, there is no
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consi stent distinction made between nedical and health care. The
latter is usually enployed in this literature, although the details
of the discussion often remain focused on what other witers nean
by medical care. If health care, particularly health in its nore
inclusive definitions, were actually nmeant, the task of deternining
what distrbutive justice requires would prove to be even nore conpl ex.

O her issues remain unresolved. Some phil osophers believe that
taking the noral point of viewrequires selecting a single perspective
of distributive justice and then applying it to the facts of health
care delivery. CQhers allow the varying nature of particular problens
to dictate what position is controlling in the just distribution of
heal th care

Even nore difficult to settle is howto relate justice to other
ethical principles such as respect for persons or beneficence. However
even those who strictly limt distributive justice to equality recognize
that ethical decisions often involve nore than sinply considering what
justice requires. They acknow edge that sonetimes egalitarian justice
must be overrul ed by beneficence or respect for persons. The just

act may not, all things considered, be the right act.
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ETHICS IN HUMAN EXPERIMENTATION IN HEALTH CARE DELIVERY

by
William A. Darity*

INTRODUCTION

The issue of ethics in human experimentation in health care delivery
is not a new concept. Concern over informed consent and the right of the
individual has been discussed extensively. Also, the issue which is con-
sidered of foremost importance, 1is the value of human experimentation as
an aspect of improving the health of the general population and the right
of the individual to participate or not to participate. Advocates of a
viable ethical approach realize that the actual control of definitive
solutions to human experimentation is difficult. They insist, however,
that a major goal of those involved in biomedical science and behavioral
science research must assure that informed consent is acquired. Those of
us in minority communities are not only concerned about informed consent
but an assurance that coercion is not used to acquire '"informedconsent,"”
and that the vulnerable Tow socioeconomic positions of many minorities
are not used as pressure and coercion to acquire consent in human experi-
mentation.

LEGISLATIVE ASPECTS

According to Curran, prior to the 1960's there was little "Taw" 1in
the United States concerning medical research. 1 Curran cites some legal

precedence in Regan's Doctor and Patient and the Law, which was revised

and rewritten by C. J. Stettler and A. R. Moritz. Curran further points

*William A. Darity, Ph.D., is Professor of Public Health and Dean,
School of Health Sciences, University of Massachusetts at Amherst. This
paper was presented at the National Minority Conference on Human Experi-
mentation, Reston, Virginia, January 6-8, 1976.
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out that 1in the treatment of the patient there must be no experimentation.2
He states that:
This assumption was based on two factors: (1) that

the doctor was found to act within the accepted methods

of medical practice applicable to the practitioner's

field of medicine, and (2) that the doctor has not sought

nor received the permission of the patient to deviate from

these methods. 3

Although this was the prevailing thought, concern about the ethical

issue mounted and interest grew. In 1960 the National Institutes of Health
financed a program to study and to report actual practises of medical
researchers and research organizations throughout the United States
regarding ethical and moral problems in the use of human subjects and
related medico-legal matters. 4

Both the Food and Drug Administration (FDA) and the National Institutes
of Health (NIH) have supported sponsored research for some time. The FDA
had some controls prior to 1961—62, the years of the outbreak of phocomelia
(infant deformity) in Western Europe caused by the thalidomide drug. There
were amendments to the drug control Tlaws in 1962, requirements on reporting
on preclinical testing, clinical pharmacology and clinical trials. This
Tatter aspect, that is clinical trials, has important implications for
minority groups.

NIH is a different type of organization than the FDA. Its responsi-
bility is directly related to support a national program of health science
research. It is staffed by well-trained and experienced scientists. The
issue of academic freedom is adhered to, and decisions of publication of
research findings are left in the hands of the principal investigator.

Because of this philosophy, NIH did not impose repulations or guidelines



in the use of human subjects in its extramural project grants during its
early years. However, NIH developed and acted under a well developed set

of principles and procedures for the protection of patients and subjects

involved in research studies at the Clinical Center.> These procedures

as indicated were procurors of the present day concern.

The impetus to the present legislation was set forth when the U. S.
Senate voted 81 to 6 in favor of a bill establishing a National Commission
for the Protection of Human Subjects of Biomedical and Behavioral Research.
"The Commission 1is to develop guidelines for research and policies for
assuring that subjects are fully protected." © The present bill which
passed both houses, addresses itself particularly to the Commission's
duties and to special study which are relevant to minority concern.’/ Of
specific concern to this paper are the following charges to the Commission:

The Commission shall carry out the following:

(1) (A) The Commission shall (i) conduct a comprehensive
investigation and study to identify the basic ethical princi-
ples which should underlie the conduct of biomedical and
behavioral research involving human subjects, (ii) develop
guidelines which should be followed in such research to assure
that it is conducted in accordance with such principles, ....

(B) In carrying our subparagraph (A), the Commission shall
consider at least the following:

(i) The boundaries between biomedical or behavioral
research involving human subjects and the accepted and
routine practice of medicine.

(ii) The role of assessment of risk—benefitcriteria
in the determination of the appropriateness of research
involving human subjects.

(ii1) Appropriate guidelines for the selection of
human subjects for participation in biomedical and
behavioral research.

(iv) The nature and definition of informed consent
in various research settings.

(v) Mechanisms for evaluating and monitoring the per-
formance on Institutional Review Boards established in
accordance with section 474 of the Public Health Service
Act and appropriate enforcement mechanisms for carrying
out their decision



With regard to special study the Commission is charged with the following:

The Commission shall undertake a comprehensive study
of the ethical, social, and legal implications of advances
in biomedical and behavioral research and technology. Such
study shall include -

(1) an analysis and evaluation of scientific and tech-

nological advances in past, present, and projected

biomedical and behavioral research and services;

(2) an analysis and evaluation of the implications

of such advances, both for individuals and for

society;

(3) an analysis and evaluation of laws and moral and

ethical principles governing the use of technology in

medical practice;

(4) an analysis and evaluation of public understanding

of and attitudes toward such implications and Taws and

principles; and

(5) an analysis and evaluation of implications for

public policy of such findings as are made by the

Commission with respect to advances in biomedical and

behavioral research and technology and public attitudes

toward such advances. 9

INFORMED CONSENT AND VULNERABILITY OF MINORITIES

The concept of informed consent should be applied just as the term
indicates; that is, an informed individual, who willingly participates in
a human research project, with the awareness and understanding of potential
hazard, possible Tack of effective results, potential side reaction and
other risks involved. The individual should be informed of the type of
agency or organization and should have an understanding of the functions
of the agency or organization sponsoring the research, the name and back-
ground of the principal investigator and the special contact person 1in
cases where an emergency may arise.

The issue of informed consent is crucial for prisoners, children, the
mentally i11, and for the poor. This is particularly true in the United

States where minorities form a very high percentage of those incarcerated



and blacks, native Americans, and Spanish surnamed Americans form a very
high percentage of those in the poor category. "By some estimates it is
believed that possibly 80 percent of all human experimentation which has
occurred in this country involved the poor."10 Katz points out that

Human experimentation can be hazardous to its subjects.
Thus it is not surprising that the economically socially
disadvantaged are conscripted for research to a dispro-
portionately Targe extent. Throughout history the poor
have been indentured for society's most disagreeable
tasks, and medical science has only followed time—honored
patterns of recruitment.ll

The 1ife situations of minorities make them more susceptible to being
coerced into participating in research projects particularly since both
poverty and physical numbers can have an impact on any decision which
they make. 12

There are cases which can be cited where informed consent was not pro-
vided. The most notorious of these is the "no treatment" syphilis study
conducted among 600 black men who were suffering from syphilis iin
Tuskegee, Alabama.

The men were given no treatment so that study could be
made of the normal course of untreated syphilis inman. The
study was supported by the United States Public Health Service...

This study commenced in 1932 and it was not until both the
national and international press published the information in
late July 1972, 40 years later, that it was made known. At
least 28 to 100 men are known to have died as direct result of
no treatment in this study.l3

It was not until there was both national, and international press
coverage that it was admitted that this large-scale human experiment had

been carried out. 14 The critical issue and ethical concern was not only
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that the study population was not informed in any way but in addition,
earlier in the 20th century studies in Scandinavia had already provided
evidence of what happens to persons who go untreated for syphilis.1> In
other words the research was not needed in any form to provide new infor-
mation which would benefit the public.
Another example of the use of minorities in human experimentation
is reported in a California research project. This study was conducted
in Los Angeles County hospital in 1957-59. According to Randal,
Most of the patients, then as now, were poor and
either Spanish—Americanor black. The aim was to de-
termine whether antibiotics given on a routine basis
would improve the chances of survival for premature
babies.
The study showed that babies receiving no drugs
or babies given only streptomycin and penicillin had
the best chance of survival - 4 out of 5. The groups
receiving chloramphenicol or chloramphenicol in combi-
nation with penicillin and streptomycin fared less
well.16
0f 30 receiving chloramphenicol,18 or 60 percent died. Of 31 receiving
choramphenicol in combination, 21 or 68 percent died. 17
A follow-up study was made at the same hospital in 1959 and the study
demonstrated that six more premature infants were given chloramphenicol and
all six died from a constellation of symptoms which resulted in the col-
lapse of their circulatory system. 18 The same sequence had been noted in
patients treated for typhoid fever with chloramphenicol. 19 Randal implies
that the study was prolonged in order for medical statisticians to get
enough significant cases.
The use of Mexican American women in a contraceptive pill experiment

in Texas in 1969 is well documented. Not only were 76 patients of the

389 total in the study given placeboes, while thinking they were being



given contraceptive pills, those who became pregnant were not provided
abortion services then they requested it.20

Gray21

analyzed findings related to a labor-induction drug study.
His interviews were carried out in the labor room. He observed that not
all of the subjects in the study knew about the research in which they
were participants. This was partly due to the procedures of informing
patients. Their first explanation was in the hands of various private
or house staff physicians who had first selected the subjects for the
study. Others were informed while in the labor room.

In his study Gray found that 50 percent of the private patients knew
of the research prior to admission as compared to 34% of the clinic
patients. It was observed that 25 per cent of the private patients learned
of the research while in the labor-room compared to 16 percent of the
clinic patients. And 50 percent of the clinic patients did not know
when their participation began in the study as compared to 25 percent
of the private patients.

When subjects were compared on a racial basis, a highly disportionate
disparity emerged. Gray found that 50 percent of the white private patients
became aware of the research before admission, the other 50 percent after
admission; that 69 percent of the white clinic patients became aware of
participation before admission and 31 percent after; and that 11 percent
of the black clinic patients were aware before admission and 89 percent

after admission. See Table I for these results.



TABLE 1

Gray's study: Awareness of Research by Private-Clinic Status

by Race (Labor-Induction Study)*

Before After
Patients Admission Admission Q)
White private 50% (8) 50% (8) 16
White clinic 69% (9) 31% (4) 13
Black clinic 11% (2) 89% (16) 18

*Extracted from page 68 (Table 4), Bradford H. Gray, Human Subjects
in Medical Experimentation, John Wiley and Sons, Inc. 1975.

In order to assume that these differences were not due to education,
Gray analyzed these data to determine if this was a factor among the clinic
patients only, since there were no blacks among the private patients. He
based his analysis on high school graduates or high vs. Tess than high
school. His study showed that among white clinic patients with high school
or more education, 86 percent learned about the research before admission
while among blacks 25 percent learned before admission.

He observed that among those with less than high school education,
50% of the whites were informed before admission while among blacks, none

were informed. Table 2, provides this information.

6-8



TABLE 2

Gray's study: When Learned of Research: C(linic Patients by Race

and Education (Labor-Induction Study.)*

Subjects Before After Total
Admission Admission
White
High school or more 6 (86%) 1 (14%) 7
Less than high school 3 (50%) 3 (50%) 6
Black
High school or more 2 (25%) 6 (75%) 8
Less than high school 0 (0%) 10 (100%) 10
Total 11 20 31

*Extracted and modified for percentation from page 69 (Table 5),
Bradford H. Gray, Human Subjects in Medical Experimentation, John Wiley
and Sons, Inc. (1975).

In this study, the issue of real informed consent is questionable
since the labor room does not seem to be the '"most desirable" place to
request consent to participate in any human experimental study on the use
of pharmacological drugs. The request of participation of a woman could
give the impression to the subject that she must participate - therefore
implying a form of coercion rather than voluntary informed consent.

Gray's study clearly illustrates how clinic patients can be used in
experiments and it further illustrates the differential level of informing

patients when compared on a racial basis.
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In addition to the racial or ethnic minority issue, low income or
poverty enters into the study. The very widely read clinical field trails
in Puerto Rico is a classical example. In one of these field trails there
were 265 Puerto Rican wives from a low income population group. They Tived
in a housing development project. In analyzing the content of the structure
of the study, there is no indication that totally informed consent was
provided and particularly that the subjects were aware of the possible
side effects from the oral contraceptive.22 However, it was less than
13 years after the first clinical trail run that Lipsett et al, pointed
out the effects of estrogens on renin substrate, angiotensin and other
plasma proteins and the relationship of these effects to potential
hypertension. 23

It has also been observed that researchers will withhold information
from subjects on the basis that information will create anticipation and
suggestion, and therefore cause the patient or the subject to provide
false information. The ethical aspect of withholding information on the
grounds that it will create suggestion has been questioned and argued
extensively. In order to analyze this aspect of ethics in health care and
related research the author of this paper carried out a study in Charlotte,
N. C. in 1961-62, to analyze what happened to patients where information
on side effects were withheld by the program director with regard to the
oral contraceptive. An analysis of the educational sessions revealed that
the patients were only informed that they might expect "break through
bleeding,” from the use of the oral contraceptive. The follow-up study

elicited information in which they were asked to describe to the interviewer
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what really happened to them when they started taking the oral contra-
ceptive. The patients described what happened to them as follows:
drowsiness, dizziness, nausea, vomiting, headaches, weight gain, nervous-
ness, and slight or heavy bleeding. Of the 107 women followed up, 78

or 73% claimed side reactions. (An unpublished Ph.D. dissertation by
WiTlliam A. Darity, Contraceptive Education: "The Relative Cultural and
Social Factors Related to Oral Contraceptives," 1963).

The clinic in Charlotte, N.C., where the study was carried out, was
operated by Charlotte-Mecklenburg Health Department. Approximately 85
percent of the subjects were black and all were from the low income
class.

The ethical aspect of informed consent is questioned especially
since there was already considerable information regarding side reaction
and what could be expected. The "claimed side reactions" by subjects
in the Charlotte study, werehigh compared to other studies. However,
because of the low education Tevel and the Tack of reading, the self
description, provided by the subjects should be taken as valid and
not "suggestions." Related studies showed that in a group of 551 women
in Puerto Rico there was an incidence of 45 percent nausea. 24 1n another
study at the same time it was pointed out that there were 28 percent
cases of headaches in Humacao, Puerto Rico and an incidence of 17 per-
cent vomiting among another group of women and weight gain among 25
percent of the women in the study. 25

These Tatter studies support the issue that the patients in the
CharTlotte, N.C. program should have been informed about the possible

side reactions. Also it is important to point out the number of studies
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which were carried out among the Puerto-Rican population in Puerto Rico,
which supports the concept that minorities were and still are used ex-
tensively in research projects.

These cases do not illustrate private physician involvement in
health care research and how patients are used and never informed.
However, the close relationship between the private physician and the
pharmacology industry and their research projects should be considered
and recognized as a gap that must be closed to assure ethics in human
experimentation in this domain.

The cases cited further Tead to some specific issues that relate to
blacks and other minorities and some suggestions for special plans and
steps to protect them from coercion and potential tyranny.

SPECIFIC TISSUES WHICH WARRANT PLANNING TO ASSURE PROTECTION OF MINORITIES

In discussing the findings of the labor-induction drug study, Gray
observed that when education was equal, white patients were more informed.
He states:

The main conclusion 1is that information about the study
was better communicated by the house staff to patients
who were relatively similar to themselves with respect
to race and education (no involved house staff physician
was black).26

He further points out that the explanation of variation in difference
in knowledge about the research should not suggest that the subjects are
responsible, as there is Tittle doubt that it is the responsibility of
the researcher or principal investigator to communicate relevant infor-—
mation to research participants. 27

It is the responsibility of the principal investigator to be assured

that subjects understand clearly the nature, purpose and method of the

research.



Of particular concern to minorities is the manipulation of the
situation to acquire participation in a study. The ethical issue is

concerned with "the view that any manipulation of human behavior

inherently violates a fundamental value."28

To be fully human means to choose.... I therefore
regard as ethically ambiguous any action that Timits
freedom of choice whether it be through punishment
or reward or even through so perfect an arrangement
of society that people do not care to choose......
First, I can try to show that the desire to choose
represents a universal human need which manifests
itself under different historical circumstances

(not only under conditions of oppression). Second,
I can point out that freedom of choice is an ines-
capable component of other valued states such as
lTove, creativity, mastery over the environment....
Third, I can try to argue that valuing free indi-—
vidual choice is a vital protection against tyranny...

29

The latter point of tyranny of the majority against the minority
develops the basis for special arrangements and concerns for minorities
in human experimentation.

Data show that in unemployment, Tlow occupation characteristics,
Tow income, selected health indices and poverty, black Americans and
other minorities are disproportionately represented. For example, in
April 1973, the ratio of unemployment for all workers was 4.8 percent.
It was 4.3 percent for white workers and 8.7 for blacks and others, a
differential ratio of 102 percent. 30 See Table 3. 1In 1974, the ratio
was approximately 8 percent for all workers and over 15 percent for
bTlack and others.

In 1971 the median income for white families was $10,672, while
for blacks and other minority families the income level was $6,714 or

a differential deficit ratio of 59 percent. 31
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In a direct comparison between white familics and black
families, the median income for whites was $10,672 and
for blacks $6,440 almost $250 less than when blacks are
included with other minorities. This reveals that blacks
have the lowest income of all minority groups in the
United States. The income deficit is $§2232 and the
differential deficit ratio .66 or 66%.

TABLE 3

Unemployment Summary: 1970 to 1971

Subject 1970 1971 1973
April April

Unemployment rate (percent):

A1l Workers 4.9 5.8 4.8
White 4.5 5.2 4.3
Male 4.0 4.8 3.9
Female 5.4 5.9 4.9
Black and other 8.2 9.3 8.7
Male 7.3 8.1 7.9
Female 9.3 10.8 9.7
Ratio, Black and other to white 1.8 1.8 2.0
Blue-collar 6.2 7.6 5.4
White-collar 2.8 3.3 2.8
Experienced wage and salary
workers 4.8 5.5 45,
Married men, wife present 2.6 3.2 2.5
White 2.4 3.1 2.3
Black and other 3.9 4.2 4.1

Source: U. S. Department of Commerce, Statistical Abstract of the
United States, 1971 and 1973.

To be assured that there will be adequate attention given to minority
subjects in human experimentation and research in health care delivery, and
also to assure that they will not be coerced in participating, the following

proposals should be considered:
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a)

b)

e)

d)

e)

)

The establishment of a Special Permanent Sub-committee of
the Commission, made up of minority professional and lay-
persons who will be concerned with reviewing standards

and guidelines to be sure that the minority interest,
particularly, informed consent is included and is adequate.
Minorities in sufficient numbers with the background and
depth be placed on all review committees of NIH; that such
persons be reviewed and given approval by an outside group
of minority professionals to assure that their crediability
and interest are accepted.

To protect medicaid and medicare patients from unknown and
unwarranted participation in human experimentation by clinics
and private physicians, a statement of assurance be required
on all payments and this form a part of PSRO standards and
review.

Establish special standards and guidelines to assure
that language, educational background, socio-economic status
and cultural heritage, be considered and taken into account
when informed consent is requested of minorities to partici-
pate in human experimentation.

Develop guidelines so that each research proposal will explain
the population constituency, staffing patterns and approaches
which will be used to assure clarification and understanding

of minorities and their participation in studies.

In evaluating performance of research projects in which human

experimentation is carried out, included will be special
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standards for assuring the protection of minorities. This
should ascertain how they were recruited, state and time of
request for participation with signed agreements specifying
time and place and contact person.

g) Other guidelines and standards focused particularly an minori-

ties.

CONCLUSION

Human experimentation in health care delivery will continue to be
carried out. This is essential 1in the improvement of health care. However,
human dignity must be preserved through ethical standards. This is partic-
ularly true for ethnic minorities who find themselves in a disadvantaged
position because of both economies and numbers. They usually use public
clinics more than the majority population. In this connection special
standards and guidelines, and special requirements must be established to
assure that Black American, Puerto-Ricans, Mexican-Americans, Asian-
Americans, and Native Americans will not be exploited and become victims
of tyranny of the majority controlling researchers in human experimen-

tation.
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AMERICAN INDIAN HEALTH CARE DELIVERY TODAY

Lionel H. deMontigny, M. D.
Chippewa-Cree Tribal Member

Delivery of health care services to American Indian populations and the
protection of these populations against abuse or experimentation poses signifi-—
cant problems. There are disease patterns unique to the American Indian pop-
ulation which needs specific research to resolve. In the past communicable
disease has been a major problem. Indeed, the story of small pox and tuber—
culosis needs no repeating. It has been only within the last decade that the
end to tuberculosis in Alaska has been a reality.

The American Indian situation is quite unique. Until the past two decades
American Indian populations have been rural, isolated populations with those
health problems associated with rural isolation. Migration to urban Tocations
has been a recent phenomenon. 1 Health statistics on urban American Indian pop-
ulations came into existance within the past two years and it is too fresh to
make any significant projections regarding significant differences 1in disease
patterns between reservation and urban Indian people. 2

It is necessary to explain the unique differences that exist in the Am-
erican Indian environment. American Indian people are tribal people. A
tribe is really a group of relatives tied together through a system of family
and religious relationships. Tribes are often thought of as being a small,
homogeneous group with extensive intermarriage within that group. It would
appear then, that genetic  factors would be significant. But such is not the

case, there is, and always has been a significant amount of intermarriage

between tribal groups. Upon intermarriage, a non—tribal member is simply
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absorbed into the system. Contrary to popular belief, American Indians frequently
crossed oceans for trade purposes. Intermarriage with people from other continents
was quite common.

Health services to American Indian people are very unique. Circumstances
offer Tittle opportunity for utilization of experimental drugs. At the same
time there is Tittle difficulty in utilizing any new drugs that have been tried
and tested.

There are three systems of provision of medical health care to American
Indians:

1) Federal, Public Health facilities

2) Private and other (Veteran's Administration etc...)

3) Traditional tribal healing methods

Provision of medical care to American Indians is deeply rooted in this
nation's past. Incoming Europeans marveled at the fine stature and excellent
health of the American Indians. After European colonies became established on
this continent the chief source of medical care was American Indian healers.
Over seventy per cent of the drugs now in the American Pharmacopoeia are
American Indian 1in origin. Medical treatments such as sterilization and
cauterization of wounds, plaster casts for broken bones, contraceptives
were first used by American Indians.

As time passed the American Indian was conquered. The situation became
the familiar colonialistic occupation so common throughout the world where
European industrial nations have expanded to. After conquering of American
Indian tribal groups Americans began a systematic destruction of the Indian
family and any institutions the tribes had. Traditional American Indian
healers were shot or imprisioned. Children were torn from their parents

and sent thousands of miles to distant boarding schools to teach them manual
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skills consistant with the mental capacities of this "useless subhuman species."

Somehow the tribes survived. Children were hidden from federal police to
keep them out of boarding school. American Indian language, tribal health care
systems, and tribal education systems went underground. Federal police forces
sent into isolated reservation areas to threaten traditional healers, somehow
vanished.

The provision of medical care to tribal groups was first a responsibility
of the War Department. 1Initially, medical teams were to treat American soldiers
as Indian families were being shot. Diseases were introduced into the tribes
as a more effecient method of extermination. Unfortunately, these diseases
often spread to non-Indian populations. It became necessary for tribal members
to have a health certificate before coming in contact with non-Indians. The
importance of this legal precedence cannot be underestimated. It obligated
the federal government to provide health services to Indian populations. Prov-
ision of health care was a portion of treaties made for cessation of lands. Until
this time, treaties were ignored. In 1849 the responsibility for health care
services was transfered to the Department of Interior. In 1955 responsibility
for health services was transfered to the United States Public Health Service.

When World War I broke out, American Indian tribes refused to have their
members drafted because they were not citizens and were forbidden to bear arms.
Congressional Tleaders became incensed by American Indians' refusal to be drafted
and conferred citizenship upon them in 1924. The results of this action made
American Indian people eligible for the same benefits, rights, privilages, and
protections that any other American citizen might have.

The net result today is a greatly strengthened tribal system. One might
conclude that from the history of exploitation that American Indian tribal groups

would have Tittle resistance to those desirous of utilizing experimental drugs.



But exactly the opposite is true. Tribal dinstitutions have gained a degree
of strength not found in other communities. As early as 1935 tribes enacted
rules forbiding the utilization of experimental methods of medical care. In
1965 tribes presented to the Surgeon General of the United States Public
Health Service that a clear policy on experimental medical treatments and
sterilization procedures.

Research needs to be done on these diseases unique to the American
Indian population. Specifically:

Diabetes

Obesity

Otitis media

Large Births

Alcoholism

Indications are that contributory factors are unique to the American
Indian populations.

Factors that influence the resolution of these health problems and the
use of any experimental procedures include:

1. A staunch resistance to the outside interference
with the Indian community. Any dinstitution,
government or private will find it difficult,
if not impossible to implement any kind of
experimental program.5

2. A shortage of physicians 1in rural areas, includ—
ing reservations. The relative unavailability
of physician's services. They communities may
become more receptive to outside exploitation
by outside interests in an effort to obtain

medical services. Rural United States is



experiencing a crisis in obtaining physicians,
particularly in the Great Plains area where a
majority of the Indians are 1ocated.6

3. Existance of a strong tribal health care system.
Within the Tast decade traditional tribal healing
institutions have experienced a strong comeback.
In many Indian communities it is becoming necessary
to deal with a traditional tribal institution prior
to administering any kind of medical care program.
The effects of this system are very healthy and
positive, but does pose considerable problems for
outsiders.7

4. Existance of strong regional and national Indian
organizations that safeguard the Indian communities
from experimental exploitations. 8

5. The rapid industrialzation of some Indian communities.
Some Indian communities are experiencing an industrial
boom. Some tribes have very valuable natural resources.
These communities may be seriously disturbed and it is

not possible yet to predict the outcome.9

Recent developments have significantly altered the methods of provision of

medical care to the American Indian populations. These developments include:

1. A significantly improved educational system that

allows Indian people to enter the professional fields.

There are currently only fifty two American Indian

physicians in the United States. But the number of
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American Indian medical students has increased
from seven to one hundred eight in the past two
years.l0 The number of American Indian professional
health administrators has increased within the
last few years so that nearly every tribal or
urban Indian health program now has professional
Indian staff. The past five years has seen the
graduation of over two hundred attorneys, whereas,
there were less than twenty before. Eight of these
Indian attorneys are currently employed by Health
organizations serving Indian People.

. Since 1971 there has been a remarkable growth of
tribal health institution, owned,operated, and
controlled by Indian people. Of the two hundred
fifty tribal groups in the nation, thirty-five
have functioning health departments. With the
emergence of health departments, formal health
codes and Taws with systems of enforcement are
emerging. While several tribal groups had passed
laws specifically to control health hazards prior
to this, systems of monitoring, inspection, and
enforcement were lacking.

. Since 1971 there has emerged Urban Indian health
programs. Movement to urban Tocations for employ-
ment and educational opportunities has been common

since the second World War. However, Urban Indian

health institutions did not become common until today.



The impact of these programs may not be felt for
the next few years, however, tribal groups are
experiencing a much greater access to employment
and educational opportunities through the exist-
ance of urban health institutions. Such groups
guard very closely the provision of health ser-
vices to the urban Indian. There are now seven-
teen urban Indian health projects in the nation.

The next few years may see many more emerge.

The growth and development of American Indian Health institutions indicates

a complete change in the methods by which Indian people obtain medical care.
Formerly, it was necessary for Indian people to rely entirely upon Federal
Indian services for care. Until 1971 there were really no significant Indian
consumer organizations to safeguard the Indian people.

Presidential policy statements and key legislation has been passed per-
taining to Indian self determination. A significant portion of the self
determination process has been the evolution of American Indian consumer
groups. Medical malpractice Tawsuits are now becoming common, whereas,

they were formerly unknown. Lawsuits against various departments of govern-

ment pertaining to the delivery of health services are also recent developments.

While great progress has been made, only a small percentage of the need
has been met. Many tribal groups and urban Indian populations have Tlittle
working knowledge of their rights and privalages, through the existance of
those institutions that have been developed, a much greater number of Indian

people can be reached.
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THE SUBJECT OF HUMAN EXPERI MENTATI ON | S SENSI TI VE AND PARTI CULARLY CONTRO-
VERSI AL W TH REFERENCE TO SPANI SH SPEAKI NG SURNAMED AVERI CANS BECAUSE OF

THE EXTENT OF PARTI CI PATION I N SUCH ACTIVITY BY THI S SEGVENT OF THE NATION S
POPULATI ON AND THE POSSI BLE CONSEQUENCES OF THI S | NVOLVEMENT TO THE | NDI V-

| DUAL AND THE COMMUNI TY.

TH S PAPER W LL DI SCUSS THE SUBJECT OF HUVAN EXPERI MENTATI ON W TH PART-
| CULAR REFERENCE TO ETHI CS, CULTURAL PATTERNS, SOCI AL VALUES AND THE LI FE

STYLE OF THE SPANI SH SPEAKI NG POPULATI ON I N THI' S COUNTRY.

DHEWREGULATI ONS DEFI NE " SUBJECT AT RI SK*'™ AS " ANY | NDI VI DUAL WHO MAY BE
EXPOSED TO THE POSSI Bl LI TY OF | NJURY, | NCLUDI NG PHYSI CAL, PSYCHOLOG CAL,
OR SOCI AL | NJURY, AS A CONSEQUENCE OF PARTI Cl PATI ON AS A SUBJECT | N ANY
RESEARCH, DEVELCPMENT, OR RELATED ACTI VI TY WH CH DEPARTS FROM THE APPLI -
CATI ON OF THOSE ESTABLI SHED AND ACCEPTED METHODS NECESSARY TO MEET H S
NEEDS, OR WH CH | NCREASES THE ORDI NARY RI SKS OF DAILY LI FE, | NCLUDI NG THE

RECOGNI ZED RI SKS | NHERENT | N A CHOSEN OCCUPATI ON OR FI ELD OF SERVI CE. "

SUCH A DEFI NI TI ON LEADS ONE TO CONCLUDE THAT, I N FACT, THE FEDERAL GOVERNVENT
'S TRULY CONCERNED W TH THI NGS LI KE PROTECTI ON OF RI GHTS TO PRI VACY, THE NEED
FOR | NFORMED CONSENT, PROTECTI ON OF CONFI DENTI ALI TY OF DATA, AND PRO-

TECTI ON AGAI NST PHYSI CAL, PSYCHOLOG CAL, SOCI OLOG CAL, OR LEGAL RI SKS.

THE REGULATI ONS STATE THAT THE NEED FOR PROTECTI ON OF RI GHTS AND VELFARE,

AND PROTECTI ON AGAI NST RI SKS TO THE I NDI VI DUAL IS NOT LI M TED TO ACTI VI TI ES

I NVOLVI NG CHI LDREN AND ADULTS BUT ALSO | NCLUDES THE FETUS, THE ABORTUS

AND THE DEAD. THAT' S EXCELLENT BECAUSE THE USE OF ORGANS AND BODY FLUI DS, AND



WRI TTEN OR RECORDED | NFORMATI ON, WHI LE THEY PRESENT NO PHYSI CAL RI SKS TO
THE SUBJECTS, MAY CREATE MEDI CO- LEGAL RI SKS, OR EXPOSE THE SUBJECT TO
PUBLI C EMBARASSMENT COR HUM LI ATI ON THROUGH BREAK OF CONFI DENTI ALI TY AND

I NVASI ON OF PRI VACY.

WH LE SAFEGUARDI NG THE RI GHTS AND WELFARE OF SUBJECTS AT RISK | S PRI MARI LY
THE RESPONSI BI LI TY OF THE ORGANI ZATI ON CONDUCTI NG GRANT ACTI VI TI ES, THE
RESPONSI Bl LI TY FOR DETERM NI NG THE ADEQUACY OF PROPOSED PROCEDURES MUST BE SHARED

W TH THE | MVEDI ATE COMUNI TY AS VELL AS REVI EW COMM TTEES AND DHEW STAFF.

PRI NCI PAL | NVESTI GATORS ARE REQUI RED TO DESCRI BE THE REQUI REMENTS FOR A
SUBJECT POPULATI ON AND EXPLAIN THE RATI ONALE FOR USI NG IN THI' S PCPULATI ON
SPECI AL GROUPS SUCH AS PRI SONERS, CHI LDREN, THE MENTALLY DI SABLED OR
GROUPS WHOSE ABI LI TY TO G VE VOLUNTARY | NFORMED CONSENT MAY BE | N QUESTI ON;
DESCRI BE AND ASSESS ANY POTENTI AL RI SKS AND ASSESS THE LI KELI HOOD AND

SERI QUSNESS OF SUCH RI SKS. | F METHODS OF RESEARCH CREATE POTENTI AL RI SKS,
DESCRI BE OTHER METHODS, | F ANY, THAT WERE CONSI DERED AND WWHY THEY W LL
NOT BE USED; DESCRI BE CONSENT PROCEDURES TO BE FOLLOWED, | NCLUDI NG HOW
AND WHERE | NFORVMED CONSENT W LL BE OBTAI NED; DESCRI BE PROCEDURES (| NCLUDI NG
CONFI DENTI ALI TY SAFEGUARDS) FOR PROTECTI NG AGAI NST OR M NI M ZI NG POTENTI AL
RI SKS AND AN ASSESSMENT OF THEI R LI KELY EFFECTI VENESS; ASSESS THE

POTENTI AL BENEFI TS TO BE GAI NED BY THE | NDI VI DUAL SUBJECT, AS VELL AS
BENEFI TS WHI CH MAY ACCRUE TO SOCI ETY I N GENERAL AS A RESULT OF THE PLANNED
WORK; AND ANALYSE THE RI SK- BENEFI T RATI O, THESE STATEMENTS BY THE

I NVESTI GATORS ARE, ACCORDI NG TO THE REGULATI ONS. SUBJECT TO REVI EW

APPROVAL, AND MODI FI CATI ON BY LOCAL COW TTEES AS VELL AS BY DHEW
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VWH LE DHEW REGULATI ONS ADDRESS ONLY DHEW GRANTS AND CONTRACTS, THE
NATI ONAL RESEARCH ACT REQUI RES REVI EW OF BI OMEDI CAL AND BEHAVI ORAL

RESEARCH | NVOLVI NG HUMAN SUBJECTS CONDUCTED AT OR SPONSORED BY ANY

I NSTI TUTI ON I N ORDER TO PROTECT THE RI GHTS OF HUMAN SUBJECTS. THE DHEW
STATEMENT OF COWVPLI ANCE THEREFORE REFERS TO " PRQJIECTS AND ACTI VI Tl ES"

W THOUT LI M TATI ON TO DHEW PRQIECTS AND ACTI VI TIES.  NO EVALUATI ON,

CERTI FI CATI ON OR OTHER REPORTI NG PROVI SI ONS OF THE DHEW REGULATI ONS  ARE
APPLI CABLE TO RESEARCH SUPPORTED SOLELY BY THE | NSI STUTI ON OR SUPPCRTED

BY PRI VATE, PUBLIC, OR NON- DHEWEDERAL AGENCI ES.

IN VIEWOF THE ETHI CAL AS WELL AS CULTURAL, SOCI AL AND LI FE STYLE

CONS| DERATI ONS, RESEARCH | NSTI TUTI ONS THAT DO NOT HAVE AN ETH CAL CODE
OR HAVE NOT DEVELCOPED AN | N- HOUSE CODE THAT COVERS ALL THE ABOVE, SHOULD
BE REQUI RED TO FORVALLY ADOPT RELEVANT CODES. | MPLEMENTATI ON PROCEDURES
SHOULD | NDI CATE HOW THEAPPROPRI ATE CODES ARE TO BE MADE CONVEN ENTLY
AVAI LABLE TO | NSTI TUTI ONAL STAFF, | NVESTI GATORS AND SUBJECTS AT RI SK AS

VELL AS THE COWUNI TY TO BE AFFECTED BY ACTI VI TI ES W TH HUVAN SUBJECTS.

STATI STI CS ON UTI LLI ZATI ON OF PUBLI C HEALTH SERVI CES SUGCGEST THAT PERSONS
OF SPANI SH ORI G N DEPEND LARGELY ON PUBLI C HOSPI TALS (I NCLUDI NG TEACH NG
HOSPI TALS) AND QUTPATI ENT FACI LI TI ES TO SATI SFY THEI R HEALTH NEEDS. AND,
| F THEY DO, WHAT |'S THE EXTENT TO WHI CH THEY BECOVE SUBJECTS OF RESEARCH
AT SUCH FACI LI TI ES.

EXI STI NG FEDERAL REGULATI ONS PROVI DE SOVE GENERAL, VAGUE WRI TTEN GUI DE-
LI NES AND APPROVED PROCEDURES TO ENSURE NECESSARY SAFEGUARDS AND CONFI -

DENTI ALI TY OF | NFORMATI ON.  HOAEVER, | T I'S ALSO UNFORTUNATELY TRUE THAT



THESE WRI TTEN GUI DELI NES AND PROCEDURES ARE NOT ALWAYS CAREFULLY OBSERVED.
| T 1'S UNDERSTANDABLE TO THE MEMBERS OF LA RAZA THAT I N SOVE CASES THE
RULES ARE NOT OBSERVED BY | NTENT, BUT I T IS UNFORA VEABLE THAT | N OTHER
CASES THEY MAY NOT BE COWPLI ED W TH BY REASON OF | GNORANCE OR LACK OF
UNDERSTANDI NG ON THE PAST OF THE EXPERI MENTORS OF FUNDAMENTAL CULTURAL AND
SOCI AL VALUES OF THOSE WHO MAY BECOME VOLUNTARILY OR | NVOLUNTARI LY | N-
VOLVED | N RESEARCH. | N El THER CASE THE RESULTS ARE DEVASTATI NG TO A LARGE
SEGMVENT OF THI'S NATI ON' S POPULATI ON.  SELF DENI AL OF CRI TI CALLY NEEDED

HEALTH SERVI CES | S ONLY ONE OF THE CONSEQUENCES.

I N ORDER TO DI M NI SH THE POTENTI AL FOR ABUSE, CULTURE CONFLI CT AND HUVAN
DEGRADATI ON, SERI QUS CONSI DERATI ON MJUST BE G VEN AT EVERY LEVEL OF RELATED
ACTI ON TO TO PROTECT CULTURAL, SOCI AL, RELI GOUS AND PERSONAL VALUES WHI CH
ARE HELD I N H GH ESTEEM  THESE FUNDAMENTAL VALUES MUST BE G VEN A HI GH
RANK I N THE PRI ORI TY ORDER OF | SSUES TO CONSI DER | N ASSURI NG FULL PROTEC-
TION OF HUMAN SUBJECTS. TO DO TH S REQUI RES KNOW.EDGE AND UNDERSTANDI NG
OF LA RAZA, THE SECOND LARGEST M NORI TY I N THE NATI ON.

I T1S ESTI MATED THAT SPANI SH- SURNAMED AMERI CANS NUMBER CLOSE TO TWELVE

M LLION I'N THE UNI TED STATES AND PUERTORI CO (TABLEI). THEY ARE

DI SPERSED THROUGHOUT THE COUNTRY AND | N ALL RUNGS OF THE SOCI O- ECONOM C
SCALE. THEY ARE A HETEROGENEQOUS GROUP W TH AS MUCH VARI ANCE | N THEI R
CHARACTERI STI CS AS THE GENERAL POPULATI ON. I NFACT, SPANI SH- SURNAMED
AMERI CANS ARE COVPRI SED OF ALL COLORS, CREEDS, RELI G ONS, AND MULTI PLE
ETHNI C HERI TAGES. THEI R NATI ONAL ORI G N MAY BE | N MEXI CO, CENTRAL AMERI CA,
SOUTH AMERI CA, CUBA, PUERTO RI CO, OR SPAI N. THE DI VERSI TY OF CHARACTER-
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TABLE |

Spanlsh Origln Population by Type of Spanish Origln for the U.S.:

March 1973, March 1974 and March 1975

(Numbers In Thousands)

Type of Spanish Origln 1973 1974 1975
No. % No. * No. %
Unlited States/Persons of Spanish Origin 10,577 100. 10,795 100. 11,202 1C0.

Mexican 6,293 59.5 6,455 59.8 6,690 59.7
Puerto Rican . 1,548 14.6 1,548 14.3 1,671 14.9
Cuban 733 6.9 689 6.4 743 6.6
Central or South America 597 5.6 705 6.5 671 6.0
Other Spanish Origin 1,406 13.3 1,398 15.0 1,428 1257

Sources: Serles P-20, No. 264, |ssued May 1974; P-20, No. 280, Issued April 1975; P-20, No. 283, Issued August 1975
(Advance Report).

NOTE: "The estimated number of persons of Spanlish Origln prosented in this report Is comparable with the
estimates of persons of Spanlsh Origin previously published from March 1974. CPS and the March 1973 CPS."

(P-20, No. 283) Bureau of the Census.

8-6



| STICS AMONG THI S POPULATI ON GROUP | S AS GREAT AS I TS SI M LARITY.

THE CONCERN OF THI S PAPER | S W TH THAT SEGMVENT OF THE SPANI SH- SURNAMED
POPULATI ON WH CH BECAUSE OF | TS ETHNI C, CULTURAL, AND/ OR SPANI SH

SPEAKI NG HERI TAGE ENCOUNTERS DI FFI CULTY ADJUSTI NG SATI SFACTORI LY TO

THE DOM NANT SOCI ETY I N THE UNI TED STATES AND | S THUS DEPRAVED OF

PHYSI OLOG CAL AND PSYCHOLOG CAL SAFEGUARDS AND | TS RI GHT TO PARTI Cl PATE
AND RECEI VE SERVI CES ESSENTI AL TO THE DETECTI ON AND TREATMENT OF DI SEASE
AND THE MAI NTENANCE OF GOCD HEALTH. | NGENERAL, THE FOCUS OF THI S REPORT
'S ON THOSE SPANI SH- SURNAMED AMERI CANS WHO ARE SPANI SH- SPEAKI NG AND ARE

| MM GRANTS OR DESCENDANTS OF | MM GRANTS FROM MEXI CO, PUERTORI CO, CUBA,
CENTRAL AND SQUTH AMERI CA WHO CONTI NUE TO | DENTI FY, OR ARE | DENTI FI ED,

W TH THE CULTURE AND HERI TAGE OF THOSE COUNTRIES. THE CONCERN IS WTH
THOSE SPANI SH- SURNAMED AMERI CANS WHO EXPERI ENCE DI FFI CULTY ADJUSTI NG TO

THE " AMERI CAN WAY OF LI FE" ElI THER BECAUSE OF THElI R CUSTOMS AND LANGUAGE

OR BECAUSE OF | NSTI TUTI ONAL RACI SM DI RECTED AT THEM BECAUSE THEY ARE
| DENTI FI ED AS SPANI SH- SURNAMED AMERI CANS.

THE LARGEST POPULATI ON SEGVENT OF THE SPANI SH SURNAMED AMERI CANS ARE THE
MEXI CAN AMERI CANS OR CHI CANCS.  THEY MAKE UP THE SECOND LARGEST M NORI TY
GROUP IN THE UNI TED STATES W TH A POPULATI ON I N 1975 OF APPROXI MATELY

6, 690, 000. THE MAJORITY OF MEXI CAN AMERI CANS LI VE I N THE STATES OF

CALI FORNI A, ARI ZONA, COLORADO, NEWMEXI CO, AND TEXAS W TH SI ZABLE NUMBERS
LIVINGINILLINO S, | OM, | NDI ANA, M CH GAN, KANSAS, UTAH, OREGON AND
WASHI NGTON, AND | N THE REST OF THE UNI TED STATES | N SMALLER NUMBERS.

THE GREATEST CONCENTRATI ON OF MEXI CAN AVERI CANS | S | N THE STATE OF CALI F-
ORNI A WHERE THEY NUMBER 3, 100, 000 PERSONS OR ABQUT 15%O0OF THE TOTAL
POPULATION. I T 1S PRQIECTED THAT THE MEXI CAN AMERI CAN POPULATI ON W LL BE



18. 7% |1 N 1980 OR ABOUT ONE QUT OF EVERY FI VE CALI FORNIANS. THI'S

PROJECTI ON REFLECTS THE FACT THAT MEXI CAN AMERI CANS HAVE THE H GHEST

Bl RTHRATE | N THE COUNTRY, EXCEEDI NG THAT OF THE U.S. POPULATI ON BY 50%

I N ADDI TI ON, THEI R NUMBER | S | NCREASED EACH YEAR BY ABQUT 40, 000

| MM GRANTS FROM MEXI CO.  THE PROXIM TY OF MEXI CO AND THE CONTI NUAL

I NFLUX OF | MM GRANTS W LL PERPETUATE CULTURAL MORES AND LANGUAGE BARRI ERS
VWH CH NEED TO BE CONSI DERED | N THE APPLI CATI ON OF HUMAN SUBJECTS TO

MEDI CAL EXPERI MENTATI ON NOT ONLY | N CALI FORNI A, BUT I N ALL THE SOUTH
VESTERN STATES.

THE FREE FLOW OF Al R TRAVEL BETWEEN PUERTO RI CO AND THE EAST COAST POSES
SI'M LAR PROBLEMS, PARTI CULARLY | N NEW YORK WHERE ESTI MATES PLACE THE

SPANI SH- SPEAKI NG POPULATI ON FI GURE AT MORE THAN ONE M LLI ON.

THE SOCI AL AND ECONOM C PROBLEMs OF SPANI SH SPEAKI NG AMERI CANS ARE OF
LONG STANDI NG STANDI NG BUT HAVE ONLY RECENTLY BECOME THE FOCUS OF NATI ONAL
ATTENTI ONAND ACTI ON.  SPANI SH SPEAKI NG AMERI CAN LEADERS HAVE BEEN

I NSTRUVENTAL | N CREATI NG THI S NEW AWARENESS AND UNDERSTANDI NG OF THEI R
PEOPLE' S NEEDS. THEY STRESS THE NEED FOR MORE COVPREHENSI VE DATE ON SUCH
ELEVMENTAL QUESTI ONS AS THE NUMBER OF PEOPLE OF SPANI SH HERI TAGE I N DI FFER-
ENT PARTS OF THE COUNTRY, VI TAL STATI STI CS AND HEALTH DATA, EDUCATI ON,
EMPLOYMENT STATUS, OCCUPATI ONAL PRCFI LE, | NCOMVE DI STRUBUTI ON, AND | DENT-

| FI CATI ON OF THE REASONS FOR THEI R LOWACCESS TO COVPREHENSI VE HEALTH
SERVI CES.  THE | MPACT OF HUMAN EXPERI MENTATI ON ON UTI LI ZATI ON OF HEALTH
CARE SERVI CES NEEDS TO BE STUDI ED W TH THE OBJECTI VE OF | DENTI FYI NG THE
DEGREE TO WHI CH | T SERVES AS A BARRI ER TO ACCESS FOR SPANI SH- SPEAKI NG
ANMERI CANS.
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SPANI SH SPEAKI NG PECPLE LI VE | N DI STI NCT, CLOSELY KNI T NEI GHBORHOCDS,

El THER BY CHO CE OR BECAUSE THEY CANNOT AFFORD OR ARE BARRED FROM HOUSI NG
ELSEWHERE. MANY AMERI CANS OF SPANI SH BACKGROUND HAVE PERSI STENT ENGLI SH
LANGUAGE DI FFI CULTI ES W TH THE EFFECT OF DEEPENI NG AND PROLONG NG THEI R
CULTURAL | SOLATION FROM THE MAINSTREAM CF THEM LLION. MECHANI CS FOR
REDUCI NG THI S | SCLATI ON THROUGH COVMUNI CATI ON ACROSS ETHNI C LI NES I'N

BOTH THE JOB MARKET AND OTHER ASPECTS OF ECONOM CS AND SOCI AL LI FE, | NCLU-
DI NG COVPREHENSI VE HEALTH SERVI CES, HAVE BEEN GENERALLY | NADEQUATE.

TO THESE DI FFI CULTI ES MUST BE ADDED THAT OF | NADEQUATE EDUCATI ON AMONG
BOTH MEXI CAN AMERI CANS AND PUERTO RI CANS, ESPECI ALLY I N THE OLDER AGE
CGROUPS. A LACK OF EDUCATI ON COVBI NED W TH A LI M TED KNOALEDGE OF ENGLI SH
FURTHER COMPOQUND THEOBSTACLES TOSATI SFACTORI LY, WELL PAI D EMPLOYMENT

FOR MANY SPANI SH SPEAKI NG ADULTS.

THE SPANI SH SPEAKI NG AMERI CAN COVWMUNI TY | N THE UNI TED STATES HAS PCLI -

TI CALLY HAD M NI VAL | MPACT ON DEVELOPI NG METHODS TO | MPROVE | TS ACCESS

TO EQUI TABLE COVPREHENSI VE HEALTH SERVI CES. THE SPANI SH SPEAKI NG AMERI CAN' S
PROGRESS HAS BEEN MARKEDLY SLOAER THAN THAT OF THE BLACK AMERI CAN, FOR
EXAMPLE, WHOSE DRANMATI C STRUGGLE FOR SOCI AL, ECONOM C AND PQLI TI CAL GAI NS
HAS BEEN H GHLY VI SI BLE AND, PARTI ALLY SUCCESSFUL.

BRI EFLY, THE SPANI SH ORI G N POPULATI ON'| S QUI TE YOUNG ( MEDI AN AGE, 21)
AND I'S ONE OF THE MOST FERTI LE GROUPS I N THE NATION.  IT IS A Bl LI NGUAL
POPULATI ON AND | S DI STRI BUTED AMONG THE FI FTY (50) STATES OF THE UNI ON.

| T ALSO SUFFERS LOAER EDUCATI ONAL LEVELS, COSEQUENTLY LOWER | NCOVES TQO.
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MOST PERSONS OF SPANI SH ORI G N ARE EMPLOYED | N BLUE COLLAR LOBS. IN
JUNE OF 1975 THEY HAD THE SECOND HI GHEST UNEMPLOYMENT RATE (13% NEXT
TO THE BLACK POPULATI ON (159 . THE NATI ONAL HEALTH STATUS OF THE

SPANI SH ORI G N POPULATI ON I'S UNKNOAWN DUE TO LACK OF MORTALI TY, MORBIDI TY
AND HEALTH STATI STICS | N GENERAL. | T IS ESTI MATED THAT THElI R HEALTH

STATUS CAN BE EXTREMELY DEPLORABLE.

THE SPANI SH ORI G N POPULATI ON | S THE ONLY ETHNI C GROUP | N THE UNI TED
STATES THAT ACTI VELY MAI NTAI NS THE LANGUAGE RELATED TO I TS CULTURAL
ORIGN MREOVER |T IS NOT ONLY THE OLDER PEOPLE WHO CONTI NUE TO USE
THE LANGUAGE OF THEIR ORIGIN.  SI XTY- FI VE (65) PERCENT OF THE MEXI CAN

ORI G N GROUP THAT HAS MANY THI RD ANDEVEN FOURTH GENERATI ON MEMBERS,
REPORTED | N 1973 THAT THEY CURRENTLY SPOKE SPANI SH AT HOVE.  ADDI Tl ONALY,
SI XTY- FOUR (64) PERCENT OF THOSE PERSONS WHO WERE UNDER TVENTY YEARS OF
ACGE SPOKE SPANI SH AT HOME. | N TERVE OF THE RELATI ONSH P BETWEEN THE HEALTH
CARE | NDUSTRY AND | TS RESEARCH EFFORTS AND THE SPANI SH ORI G N POPULATI ON,
LANGUAGE MAI NTENANCE ON THE PART OF TH'S GROUP |'S A FACT THAT CANNOT BE

| GNORED (TABLE I1).

N A CURRENT POPULATI ON REPORT PUT OQUT BY THE BUREAU OF THE CENSUS | N
NOVEMBER 1971, DATA FROM NOVEMBER 1969 SHOWED THAT THE SPANI SH ORI G N

ETHNI C GROUP HAD MORE CHI LDREN EVER BORN PER 1, 000 WOMEN THAN ANY OTHER
GROUP.  QUT OF THE SPANI SH ORIG N ETHNI CS, MEXI CAN ORI G N WOMEN " COVPRI SED
ONE OF THE MOST FERTI LE GROUPS | N THE POPULATI ON OF THE UNI TED STATES".

ACCORDI NG TO THI S REPORT, THE RATE "I MPLI ESA POTENTI AL DOUBLI NG OF THEI R
NUMBERS | N ABOUT ONE GENERATI ON OR A TWENTY- SI XYEAR PERICD." (TABLE I11)
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TABLE 11

Persons of Spanish Origin Reporting Spanlsh Currently Spoken

At Home by Age for the Unlted S5tates, March 1972

Origin & Age Total Reporting Spanish Currently Spoken at Home
No. %
Spanish Origin 9,178 6,000 65.4
Under 20 Years 4,572 2,934 64.2
€65 Years & Over 322 275 85.4
Mexican 5,254 3,425 65.2
Puerto Rican 1,518 1,101 72.5
All Other Spanish 2,406 1,474 61.3

origint!)

A_u_:n_:cmm Cuban origlin, Central or South American and Other Spanish Origln not

shown separately.

Source: P-20, No. 250, April 1973
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TABLE 111

Sub Ject

Chlldren Ever Born Per 1,000 Women 15 to 44 Years Old By Age, Marltal

Status, Race and Spanish Origln for Selected

Years, 1970 and 1974

(Nos. In Thousands)

Spanlsh Origin All Races White Black

1974 1970 1974 1970 1974 1970 1974 1970

All Women (Including Single)

15 to 44 years old 1,744 1,919 1,472 1,616 1,452 1,584 1,610 1,851
35 to 39 years old 3,406 3,453 2,831 2,980 2,754 2,920 3,466 3,450
3,813 3,599 3,084 2,927 3,029 2,852 3,526 3,520

8-12

Source: CPS Report P-20, No. 269, "Prospects for Americal Fertility: June 1974 (Advance Data),
September 1974,



ALTHOUGH LI M TED, DEMOGRAPHI C SOCI AL AND ECONOM C STATI STI CS DEMONSTRATE
THAT THERE | S A DI FFERENCE BETWEEN THE SPANI SH ORI G N POPULATI ON I N THE
UNI TED STATES AND THE REST OF THE POPULATI ON AND VE MUST LEARN TO UNDER-

STAND THAT DI FFERENCE.

AN | MPORTANT PART OF THE DI FFERENCE IS OF A CULTURAL NATURE. THE UNI TED
STATES | S ESSENTI ALLY EURCPEAN.  EUROPEAN | N BLOOD, EUROPEAN I N CULTURE.
SPANI SH SPEAKI NG AMERI CA, | NCLUDI NG OUR SOUTHWEST, | S ONLY PARTLY
EUROPEAN, PLUS AFRI CAN, PLUS | NDI AN, I'N BLOCD AND I N CULTURE. THE MOORS
OF NORTH AFRI CA OCCUPI ED SPAI N FOR 800 YEARS.  THEY LEFT MANY THINGS I N
SPAI'N, THE DARK HAI R, THE DARK SKI'N, THE BLACK FLASHI NG EYES AND THE

FI ERY BLOOD THAT TURNS THOSE EYES ON. BUT THEY ALSO LEFT MANY OTHER

THI NGS, UNDER THE SKI'N, PH LOSOPH CTH NGS, RELI G QUS THI NGS, ESTHETIC
THI NGS.

WHEN THE HANDFUL OF SPANI ARDS CAME TO THE NEWWORLD, THEY BROUGHT W TH
THEMMANY PREJUDI CES, BUT ONE PREJUDI CE THE SPANI ARDS DI D NOT BRI NG TO
THE NEWWORLD WAS RACI AL PREJUDI CE.  THE PROOF |'S TO BE SEEN I N OUR
SPANI SH SPEAKI NG SOUTHWEST. I T IS TO BE SEEN I N MEXICO.  MEXI CO TODAY
IS MESTIZO I'N BLOOD AND | N CULTURE AND THEY ARE PROUD COF I T.

ANOTHER | MPORTANT DI FFERENCE | S TO BE FOUND | N THE WAY OF LI FE OF OUR
PEOPLE. THE ANGLO- AMERI CAN HAS AN EPI C SENSE OF LI FE. THE HI SPANO-

AMERI CAN HAS A TRAG C SENSE OF LI FE.  THE EPI C SENSE OF LI FE FUNCTI ONS

IN A HETEROGENOUS CULTURE.  THE ANGLO- AMERI CAN | S A NOBLE KNI GHT, QUT

TO SLAY DRAGONS. YOQU M GHT SAY HE | S A GOOD MAN.  HE STRUGGELES TO CONQUER
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OBSTACLES SUCH AS POVERTY, SI CKNESS, TYRANNY, CRI ME, CORRUPTION, DRUG

ADDI CTI ON, ETC. THE ANGLO-AMERICAN | S A HERO C OPTI M ST I N THE WAR

BETWEEN GOCD AND EVI L AND EVERYONE KNOWS WHICH SIDE HE IS ON.  H S RELI G ON
W THOUT PLAYI NG DOWN THE VALUE OF FAI TH, STRESS CONDUCT AS THE AVENUE

TO SALVATION. HE IS A FIRMBELIEVER | N THE TENENT, "GOD HELPS HI M WHO
HELPS H MSELF." PRAGVATI SM THE PH LOSOPHY OF DA NG THE PHI LOSOPHY OF
CGETTI NG THI NGS DONE | S PERHAPS THE BEST THEORETI CAL EXPRESSI ON OF THE EPI C

SENSE OF LI FE

ON THE OTHER HAND, THE HI SPANO- AMERI CAN HAS A TRAG C SENSE OF LI FE,

PERHAPS A TRAG C SENTIMENT OF LIFE. HI SIS ATRAG C SQUL, FIGHTING TO
OVERCOME | TSELF.  THE HI SPANI C SOUL CARRIES WTHI N I T A CONFLI CT BETVEEN
THE VALUES OF HI S | NDI AN | NHERI TANCE AND H S SPANI SH | NHERI TANCE.  THERE-
FORE, THE BATTLE | S NOT BETWEEN GOOD AND EVIL. IT IS A BATTLE BETWEEN TWO
GOODS.  H S RELIG ON, W THOUT PLAYI NG DOMN THE VALUE OF GOCOD DEEDS,

STRESSES FAI TH AS THE AVENUE TO SALVATI ON. H S RELI G ON HAS TOLD H M

AS | T HAS TOLD ALL CHRI STI ANS, THAT THI S WORLD I S A VALLEY OF TEARS, THAT
THE GOOD LI FE COMES LATER H' S ENTI RE HI STORI CAL PERSPECTI VE SUPPORTS

THIS THESIS.  THE BULL FI GHT, A RITUAL FULL OF GRACE, SYMBOLI ZES THE TRAG C
SENSE OF LI FE. ONE MAN ALONE CARRIES HI'S LI FE AND H S DEATH ON THE PO NT
OF A SWORD. A WHOLE PEOPLE ON A SUNDAY AFTERNOON COVE FORWARD TO DO HOMAGE
TOTH' S MAN ALONE, FACI NG HI S DEATH. | F THE ANGLO- AMERI CAN HAS A RENDEZ-
VOUS W TH DESTI NY, THE H SPANO- AVERI CAN HAS A RENDEZVOUS W TH DEATH.

EXI STENTI ALI SM  THE PH LOSOPHY OF HUMAN DI SASTER AND HUVAN FAI LURE | S

PERHAPS THE BEST THECRETI CAL EXPRESSI ON OF THE TRAG C SENSE OF LI FE.



THESE ARE VIEWS OF LIFE THAT PEOPLE HAVE AND THEY TO BE UNDERSTOCD
AND RESPECTED WHEN DEALI NG W TH THEM BECAUSE NOT ALL PECPLE SEE LI FE

I N THE SAME WAY. WE NEED TO UNDERSTAND AND RELATE TO THE FEELI NGS OF

A WOVAN WHO MENTI ONS THAT SHE WOULD NOT LIKE TODIE I N A HOSPI TAL W TH
A PACEMAKER AND TUBES COM NG QUT OF HER MOUTH OR ANYTHI NG SHE SAI D,

"I WANT TODI E N MY HUSBAND S ARMB. " SHE FELT THAT DEATH WAS A GREAT
EVENT I N HER LI FE AND SHE WANTED TO BE CLOSER TO THAT PERSON THAT SHE
LOVED MOST. IT IS THE SAME WTH THE RITUAL OF BIRTH. I T IS THAT VI EW
CF LI FE THAT MOVES A WOMAN TO SAY SHE | S AFRAID TO G VE BI RTH TO HER

CH LD IN A COUNTY HOSPI TAL WHERE SHE W LL HAVE SURGERY PERFORMED ON HER

THAT WLL PREVENT FROM HAVING OTHER CHI LDREN W TH HER HUSBAND.

ANY FURTHER ATTEMPTS TOWARD THE DEVELOPMENT OF MODI FI CATI ON OF RULES

OF BEHAVI OR FOR RESEARCHERS CAN BE SUCCESSFUL ONLY TO THE DEGREE THAT
THEY CONSI DERED CULTURAL AND SOCI AL VI EWs OF LI FE.  SPECI FI CALLY, W TH
REFERENCE TO THE SPANI SH ORI G N POPULATI ON THE FOLLOW NG ARE SI GNI FI CANT:

VE MAKE COLLECTI VE DECI SI ONS, RELATED TO THE HI GH DEGREE OF SCCI AL AND
CULTURAL | NTEGRATI ON THAT VE HAVE. THE FAM LY MUST BE DRAWNIN. THE
PATI ENT CANNOT BE EXPECTED TO MAKE A MEDI CAL DECI SI ON UNTI L HE OR SHE
CAN CONSULT W TH FAM LY MEMBERS. I N CASES | NVOLVI NG SENSI TI VE | SSUES,
FAM LY RANK MUST BE CONSI DERED WHEN ADVI SI NG THE FAM LY | N ORDER TO | NSURE

THAT THE DECI SION IS MADE W TH PROPER COUNSEL.

ADM SSI ON TO THE HOSPI TAL IS A FAM LY AFFAI R SURG CAL PROCEDURES ARE
OFTEN REGARDED AS HARMFUL, DANGERQUS AND UNNECESSARY.



ELDERS ARE VERY | MPORTANT TO US. THEY ARE THE CENTER OF ATTENTI ON OF
THE FAM LY, THE PATRI ARCH OF THE COMMUNITY.  ANY THOUGHT OF HUM LI ATI NG
THEM THROUGH EXPERI MENTAL SURGERY OR TREATMENT | S | NCOVPREHENSI| BLE.

RELI G ON PLAYS AN | MPORTANT ROLE IN OQUR LIFE. | T PERVEATES EVERYTHI NG
FROM PROCREATI ON AND CHI LD RAI SING TO MEDICINE. I T I'S UNACCEPTABLE TO

| NDEPENDENTLY TALK TO A MEXI CAN AVERI CAN WOVAN OF CATHOLI C BACKGROUND
ABQUT BI RTH CONTROL METHODS. WHE W LL NOT ACCEPT THE ADVI CE AND W LL
RESENT | T BEI NG MENTI ONED TO HER. | T MUST BE RECOGNI ZED THAT HER ACTI ON
TO ACCEPT BI RTH CONTROL MAY BE | NTERPRETED AS " LEAVI NG THE MORAL AND
RELI G QUS TRADI TI ONS".

THE CONCEPT OF MODESTY HAS GREAT S| GNI FI CANCE TO CH CANO WOMEN.  FOR
MANY, THElI R BEI NG EXAM NED BY A MAN | S ENOUGH REASON FOR NOT VI SI TI NG
A CLINNC OR A DCCTOR. | NVOLVI NG MEXI CAN AMERI CAN WOMVEN | N RESEARCH
ACTI VI TY RELATED TO BREAST CANCER OR CERVI CAL CANCER MUST BE HANDLED
DELI CATELY FOR MODESTY | S ONE OF THE MOST | MPORTANT | NDI CES FOR JUDG NG
WHETHER A WOVAN | S "GOOD" OR "BAD'. THI S MAY HELP TO EXPLAI N WHY
WOMEN, EXPECI ALLY THOSE 30 YEARS OF ACE OR OLDER, SHOWRETI CENCE IN

HAVI NG A PELVI C OR BREAST EXAM NATI ON.

OBESI TY | S NOT UNCOMMON AMONG MEN AND WOMVEN OF MEXI CAN AMVERI CAN

EXTRACTION. | T IS PARTLY DUE TO NUTRI TI ONAL HABI TS, BUT OUR CULTURE
TEACHES US THAT TO HAVE A VELL FLESHED BODY | S A SYMBOL OF BEAUTY AND

I TIS OFTEN CONSIDERED A S| GN OF GOOD HEALTH AND ENCOURAGED.



FOLK MEDICINE | S STILL W DELY PRACTI CED | N THE SOUTHWEST STATES. FOLK
BELI EFS MUST BE RESPECTED AND UNDERSTOOD.  MANY PATI ENTS W LL NOT
VOLUNTARI LY DI VULCE SI MULTANEQUS TREATMENT FROMA " CURANDERCO' .

THESE BELI EFS OR CONCEPTS OF HEALTH ARE | N NO WAY TO BE | NTERPRETED AS

IN COFLICT WTH THE NEED FOR BI OVEDI CAL RESEARCH OR THE NEED TO | NCREASE
MEDI CAL KNOALEDGE.  SPANI SH SPEAKI NG AMERI CANS ARE NO STRANGERS TO THE

H STORY OF SCI ENTI FI C AND MEDI CAL ACHI EVEMENT.  THEY HAVE PARTI Cl PATED

I N AND CONTRI BUTED TO THE GROMH OF MEDI CAL | NTELLI GENCE | N THE AMERI CAS.

ONLY I N RECENT YEARS HAVE ANTHROPOLOG STS BEGUN TO RECOGNI ZE THE MAJOR
SCI ENTI FI C AND MEDI CAL, ACHI EVEMENTS OF THEAZTEC, MAYAN AND I NCA ClVIL
| ZATI ONS OF MEXI CO AND OF PERU, AS WELL AS THE | SLAND PECPLE OF THE

CARI BBEAN. THESE ACHI EVEMENTS EQUAL OR SURPASS THCSE OF MEDI TERRANEAN
AND EURCPEANCI VI LI ZATI ONS. THE CI VI LI ZATIONS HAD A HI GHLY ORGANI ZED,
RATI ONAL MEDI CAL SYSTEM

THE AZTECS AND | NCAS HAD LARGE DRUG FORMULARI ES W TH EFFECTI VE REMEDI ES
FOR A VARI ETY OF | LLNESSES LONG BEFORE THE SPANI SH CONQUEST. | N ADDI TI ON,
THESE PECPLE HAD DOCTORS, EVEN SPECI ALI STS, DI VIDED I N A FASHI ON SI M LAR
TO OUR | NTERNI STS AND SURGEONS.  THEY SUTURED WOUNDS, SET FRACTURES,

APPLI ED SPLI NTS DEVELOPED RUBBER SYRI NGES AND PRESCRI BED DI ETARY REG MENS.
THEI R SURGEONS DI D AMPUTATI ONS AND PERFORVED DELI CATE NEUROCSURGERY,

ESSENTI ALLY WHAT VE NOWCALL THE CRANI OTOWY,  THAT IS, OPENI NG THE SKULL
TO RELEASE PRESSURE CR TO CLEANA WOUND.  THESE SURGEONS, W THTOOLS FROM
WH CHMODERN  ONES ARE | N MANY CASES DERI VED, HAD A SUCCESS RATE OF FI FTY
PERCENT.  THERE | S EVEN EVI DENCE OF M DW FERY FOR CHI LDBI RTH.
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| T CAN BE CONCLUDED THAT THE CONTROVERSY ABOUT HUVMAN EXPERI MENTATI ON AND
THE SPANI SH SPEAKI NG POPULATI ON I N THI' S COUNTRY | S BASED NOT SO MJUCH ON

[ NCOVPATI BI LI TY AS ON THE DEVELOPMENT AND APPLI CATI ON OF SAFEGUARDS THAT
ARE CLEAR AND UNDERSTANDABLE AS VELL AS HUVANI STI C.

A REVI EWOF RECENT LI TERATURE AVAI LABLE AT A H GHLY RESPECTED SCHOOL OF
VEDI CI NE | N CALI FORNI A REVEALED LI TTLE REFERENCE TO THE | MPACT OF HUVAN
EXPERI MENTATI ON ON M NORI TY POPULATI ONS AND ALMOST NO MENTI ON OF EFFECT
ON CULTURE, LANGUAGE, RELIG ON, SOCI AL VALUES OR LI FE STYLE OF THE
SPANI SHSURNAMED/ SPEAKI NG

THI' S SERVES TO SUBSTANTI ATE OTHER FI NDI NGS AND DETERM NATI ONS THAT THERE
I'S NEED FOR SPECI FI C DI RECTI ON TO MEDI CAL EXPERI MENTERS, WHETHER THEY
BE | NDI VI DUAL OR | NSTI TUTI ONAL, TO CONFORM W TH GUI DELI NES THAT ENSURE
RELATED ACTI VI TI ES ARE NOT OFFENSI VE AND DAMAGI NG, TO I NSURE ADEQUATE
SAFEGUARDS FOR PROTECTI ON OF HUVAN SUBJECTS | N ALL STUDI ES; TO ENSURE
THAT PROCEDURES FOR OBTAI NI NG | NFORVED CONSENT | NCLUDE BI CULTURAL AND

Bl LI NGUAL COVMMUNI CATI ON W THOUT COERCI ON, | MPLI ED THREATS OR SUBTER-
FUCGE, AND TO ENSURE THAT THERE | S FULL DI SCLOSURE TO THE | NDI VI DUAL AND
THE COWUNI TY OF RESEARCH OBJECTI VES AND | MPLI CATI ONS TO THEM

THE ELEMENT OF FULL DI SCLOSURE CARRI ES WTH I T THE NEED FOR FULL AND

VEANI NGFUL COVMUNI CATI ON. [ T 1S NOT ENOUGH TO HAVE FORMS PRI NTED I'N

THE SPANI SH LANGUAGE OR TO PROVI DE | NTERPRETERS WHO W LL TRANSLATE ENCGLI SH
VERSI ONS OF REGULATI ONS | NTO SPANI SH. COVMUNI CATI ON MEANS PARTI CI PATI ON

BY THE PROFESSI ONAL TO THE FULL EXTENT THAT SUCH COVMUNI CATI ON | S REQUI RED
BY THE HUVAN SUBJECT OF RESEARCH.



W THOUT SUCH SAFEGUARDS | T |'S NOT UNEXPECTED THAT ACCUSATI ONS ABOUT
CALLQUS TREATMENT, | NSENSI TI VITY AND QUTRI GHT ABUSE ARE MADE W TH

APPARENT JUSTI FI CATI ON I N ANY CASES.

| T 1S REPORTED THAT THOUSANDS OF WOMEN, MOST OF THEM FROM LOW | NCOME,

M NCRI TY GROUPS HAVE BEEN VI CTI M ZED BY UNREGULATED " VOLUNTARY"

STERI LI ZATI ON PROGRAMS | N SOME OF THE NATI ON' S MOST PRESTI G QUS HOSPI TALS.
SUCH ABUSES, ACCORDI NG TO A LOS ANGELES PHYSI Cl AN- RESEARCHER, HI STORI CALLY
HAVE FOUND FERTI LE CLI MATES | N THE NATI ON'S G ANT, CORE-ClI TY TEACH NG
COVPLEXES WHERE MEDI CI NE | S Hl G+ VOLUME, ALMOST | MPERSONAL, AND PRACTI CED
ON PATI ENTS WHO ARE GENERALLY POOR, FRI GHTENED AND UNEDUCATED.

I T 1S WTH NTH S ENVI RONVENT THAT THE POSSI Bl LI TY EXI STS FOR WOMEN,

VWH LE I N THE THRCES OF CHI LDBI RTH, TO BE CAJOLED, PRESSURED AND SOME-

TI MES CCERCED | NTO CONSENTI NG TO SURG CAL STERI LI ZATION. IT 1S ALSO

N TH S ENVI RONMVENT THAT WOMVEN CAN BE SUBJECTED TO EXPERI MENTATI ON W TH
NEW METHODS OF CONTRACEPTI ON, THE USE OF ORAL CONTRACEPTI VES AND RELATED
RESEARCH W THOUT THEI R FULL KNOALEDGE OR CONSENT.

ANOTHER DHEW ACTI VI TY CURRENTLY THE SUBJECT OF COVWUNI TY SCRUTINY | S
THE PSYCHOLOG CAL SCREENI NG PROGRAM | T CONTI NUES TO BE PROMOTED BY
FEDERAL OFFI Cl ALS DESPI TE SKEPTI CI SM AMONG PSYCHOLOG STS, PSYCHI ATRI STS,
ClVIL R GHTS ADVOCATES AND M NORI TY GRCUP MEMBERS.

SPANI SH SPEAKI NG AMERI CANS ARE CONCERNED BECAUSE OF EARLI ER EXPERI ENCES
WTH SI'M LAR PSYCHOLOG CAL EVALUATI ONS WHI CH RESULTED | N THEI R CHI LDREN
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BEI NG PLACED | N SPECI AL EDUCATI ON CLASSES AND LABELED AS MENTALLY
DEFI CI ENT, RETARDED, BRAI N DAMAGEDOR LEARNI NG DI SABLED.  CHI CANCS
STILL BELI EVE THAT | NAPPROPRI ATE TESTS, STANDARDI ZED ON WHI TE AND
M DDLE CLASS CHI LDREN WERE USED TO REMOVE LI M TED OR NON- ENGLI SH
SPEAKI NG CHI LDREN FROM THE REGULAR SCHOOL CLASSES.

THE FEAR TODAY | S THAT THE SCREENI NG W LL BE DONE QUI CKLY AND BADLY

BY POORLY TRAI NED OR CULTURALLY AND ETHNI CALLY PREJUDI CED TESTERS.

MOREOVER, THE SCREEN NG MAY BE DONE BY NON- SPANI SH SPEAKI NG TESTERS

WHO W LL BE UNABLE TO CLEARLY TRANSLATE THE WRI TTEN WORDS AND EXPRESS-

| ONS TO THE CHI LD BEI NG | NTERVI EMED.  SOVE OF THE DEVELOPMENTAL

SCREENI NG FORMS ARE COVPLI CATED W TH LI TERAL TRANSLATI ONS LEAVI NG MUCH
TOBEDESIRED (EXHIBIT A). AS ARESULT, | NESTI MABLE DAMAGE MAY BE | NFLI CT-
ED ON CHI LDREN WHOSE MAJOR " ABNORVALI TY" |'S THEI RCULTURAL AND ETHNI C

HERI TAGE.

ATTEMPTS TO CORRECT HUM LI ATI NG EXPERI ENCES AND | NJUSTI CES THAT EXI ST

| N THE CONDUCT OF EXPERI MENTATI ON W TH HUMAN SUBJECTS AS | T RELATES TO
THE SPANI SH- SPEAKI NG POPULATI ON HAVE MET W TH LI M TED SUCCESS. AN
EXAM NATI ON OF THE RECENT HI STORY OF ACCUSATI ONS AND | NVESTI GATI ONS

| NDI CATES THAT PUBLI C HEALTH AGENCI ES AND TEACHI NG HOSPI TALS HAVE BEEN
THE PRI MARY FOCUS OF ACTIVITY. I N SOVE COVMUNI TI ES PROFESSI ONAL STAFFS
AND SPANI SH- SPEAKI NG COVMUNI TY LEADERS HAVE OPENLY DI SCUSSED THE SHORT-
COM NGS OF SUCH ACTI VI TI ES AND | N SOVE CASES SI GNI FI CANT | MPROVEMENTS
HAVE RESULTED.  THE GENERAL RULE, HOWEVER, CONTI NUES TO BE THAT NO
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DENVYER DEVELOPMENTAL SCREENING TEST

EXHIBIT A
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SUFFI Cl ENTLY COMPELLI NG REGULATI ONS OR REQUI REMENTS EXI ST FOR | NSTI TUTI ONS
TO MODI FY THEI R PROGRAMS AND PROCEDURES | N ORDER TO PROVI DE BI LI NGUAL

AND CULTURALLY SENSI TI VE PROCEDURES TO SPECI AL POPULATI ONS, ESPECI ALLY

THE LOW | NCOME SPANI SH- SPEAKI NG THE PROVI SI ONS SET FORTH UNDER REVI SED
DHEWPOLI CI ES AND REGULATI ON ON PROTECTI ON OF HUVAN SUBJECTS HOLD THE
POTENTI AL OF HAVI NG A SI GNI FI CANT | MPACT ON THE | SSUE OF RELEVANT SAFE-
GUARDS, AND I N | SOLATED EXPERI ENCES SUCH A POTENTI AL | S BEI NG REALI ZED.
HOAEVER, THE FEDERAL GOVERNMENT HAS NOT MUSTERED THE WHEREW THAL TO

MONI TOR COVPLI ANCE | SSUES ON A COVPREHENSI VE BASI S.

I T 1S APPARENT THAT THE NEED EXI STS FOR REFORM THAT ADDRESSES THE SPECI AL
PROBLEMS OF Bl LI NGUAL- BI CULTURAL CI TI ZENS.  THUS I T | S PROPOSED THAT
POLI CI ES, GUI DELI NES AND REGULATI ONS BE AMENDED MANDATI NG THAT | NSTI TU-
TI ONS CONDUCT! NG RESEARCH | NVOLVI NG HUVAN SUBJECTS MJST PROVI DE FOR THE
CONDUCT OF SUCH RESEARCH I N THE WAY MOST APPROPRI ATE TO THE LANGUAGE AND
CULTURAL PATTERNS OF BI LI NGUAL- BI CULTURAL COWUNI TIES. | N THE CASE OF
THE SPANI SH SPEAKI NG, SPANI SH SURNAMED, THE RESEARCH MUST PROVI DE FOR
THE PROTECTI ON OF CULTURAL, SOCI AL, RELI G QUS AND PERSONAL VALUES AND
SHOULD BE CONDUCTED BY SPANI SH- SPEAKI NG,  SPANI SH- SURNAMED PHYSI CI AN-
RESEARCHERS WHEREVER A SI GNI FI CANTLY NUMBER OF SUCH | NDI VI DUALS RESI DE I N
THE COMMUNI TY.
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ETHICS IN HUMAN EXPERIMENTATION IN HEALTH CARE DELIVERY

by
William A. Darity*

INTRODUCTION

The issue of ethics in human experimentation in health care delivery
is not a new concept. Concern over informed consent and the right of the
individual has been discussed extensively. Also, the issue which is con-
sidered of foremost importance, 1is the value of human experimentation as
an aspect of improving the health of the general population and the right
of the individual to participate or not to participate. Advocates of a
viable ethical approach realize that the actual control of definitive
solutions to human experimentation is difficult. They insist, however,
that a major goal of those involved in biomedical science and behavioral
science research must assure that informed consent is acquired. Those of
us in minority communities are not only concerned about informed consent
but an assurance that coercion is not used to acquire '"informedconsent,"”
and that the vulnerable Tow socioeconomic positions of many minorities
are not used as pressure and coercion to acquire consent in human experi-
mentation.

LEGISLATIVE ASPECTS

According to Curran, prior to the 1960's there was little "Taw" 1in
the United States concerning medical research. 1 Curran cites some legal

precedence in Regan's Doctor and Patient and the Law, which was revised

and rewritten by C. J. Stettler and A. R. Moritz. Curran further points

*William A. Darity, Ph.D., is Professor of Public Health and Dean,
School of Health Sciences, University of Massachusetts at Amherst. This
paper was presented at the National Minority Conference on Human Experi-
mentation, Reston, Virginia, January 6-8, 1976.
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out that 1in the treatment of the patient there must be no experimentation.2
He states that:
This assumption was based on two factors: (1) that

the doctor was found to act within the accepted methods

of medical practice applicable to the practitioner's

field of medicine, and (2) that the doctor has not sought

nor received the permission of the patient to deviate from

these methods. 3

Although this was the prevailing thought, concern about the ethical

issue mounted and interest grew. In 1960 the National Institutes of Health
financed a program to study and to report actual practises of medical
researchers and research organizations throughout the United States
regarding ethical and moral problems in the use of human subjects and
related medico-legal matters. 4

Both the Food and Drug Administration (FDA) and the National Institutes
of Health (NIH) have supported sponsored research for some time. The FDA
had some controls prior to 1961—62, the years of the outbreak of phocomelia
(infant deformity) in Western Europe caused by the thalidomide drug. There
were amendments to the drug control Tlaws in 1962, requirements on reporting
on preclinical testing, clinical pharmacology and clinical trials. This
Tatter aspect, that is clinical trials, has important implications for
minority groups.

NIH is a different type of organization than the FDA. Its responsi-
bility is directly related to support a national program of health science
research. It is staffed by well-trained and experienced scientists. The
issue of academic freedom is adhered to, and decisions of publication of
research findings are left in the hands of the principal investigator.

Because of this philosophy, NIH did not impose repulations or guidelines



in the use of human subjects in its extramural project grants during its
early years. However, NIH developed and acted under a well developed set

of principles and procedures for the protection of patients and subjects

involved in research studies at the Clinical Center.> These procedures

as indicated were procurors of the present day concern.

The impetus to the present legislation was set forth when the U. S.
Senate voted 81 to 6 in favor of a bill establishing a National Commission
for the Protection of Human Subjects of Biomedical and Behavioral Research.
"The Commission 1is to develop guidelines for research and policies for
assuring that subjects are fully protected." © The present bill which
passed both houses, addresses itself particularly to the Commission's
duties and to special study which are relevant to minority concern.’/ Of
specific concern to this paper are the following charges to the Commission:

The Commission shall carry out the following:

(1) (A) The Commission shall (i) conduct a comprehensive
investigation and study to identify the basic ethical princi-
ples which should underlie the conduct of biomedical and
behavioral research involving human subjects, (ii) develop
guidelines which should be followed in such research to assure
that it is conducted in accordance with such principles, ....

(B) In carrying our subparagraph (A), the Commission shall
consider at least the following:

(i) The boundaries between biomedical or behavioral
research involving human subjects and the accepted and
routine practice of medicine.

(ii) The role of assessment of risk—benefitcriteria
in the determination of the appropriateness of research
involving human subjects.

(ii1) Appropriate guidelines for the selection of
human subjects for participation in biomedical and
behavioral research.

(iv) The nature and definition of informed consent
in various research settings.

(v) Mechanisms for evaluating and monitoring the per-
formance on Institutional Review Boards established in
accordance with section 474 of the Public Health Service
Act and appropriate enforcement mechanisms for carrying
out their decision



With regard to special study the Commission is charged with the following:

The Commission shall undertake a comprehensive study
of the ethical, social, and legal implications of advances
in biomedical and behavioral research and technology. Such
study shall include -

(1) an analysis and evaluation of scientific and tech-

nological advances in past, present, and projected

biomedical and behavioral research and services;

(2) an analysis and evaluation of the implications

of such advances, both for individuals and for

society;

(3) an analysis and evaluation of laws and moral and

ethical principles governing the use of technology in

medical practice;

(4) an analysis and evaluation of public understanding

of and attitudes toward such implications and Taws and

principles; and

(5) an analysis and evaluation of implications for

public policy of such findings as are made by the

Commission with respect to advances in biomedical and

behavioral research and technology and public attitudes

toward such advances. 9

INFORMED CONSENT AND VULNERABILITY OF MINORITIES

The concept of informed consent should be applied just as the term
indicates; that is, an informed individual, who willingly participates in
a human research project, with the awareness and understanding of potential
hazard, possible Tack of effective results, potential side reaction and
other risks involved. The individual should be informed of the type of
agency or organization and should have an understanding of the functions
of the agency or organization sponsoring the research, the name and back-
ground of the principal investigator and the special contact person 1in
cases where an emergency may arise.

The issue of informed consent is crucial for prisoners, children, the
mentally i11, and for the poor. This is particularly true in the United

States where minorities form a very high percentage of those incarcerated



and blacks, native Americans, and Spanish surnamed Americans form a very
high percentage of those in the poor category. "By some estimates it is
believed that possibly 80 percent of all human experimentation which has
occurred in this country involved the poor."10 Katz points out that

Human experimentation can be hazardous to its subjects.
Thus it is not surprising that the economically socially
disadvantaged are conscripted for research to a dispro-
portionately Targe extent. Throughout history the poor
have been indentured for society's most disagreeable
tasks, and medical science has only followed time—honored
patterns of recruitment.ll

The 1ife situations of minorities make them more susceptible to being
coerced into participating in research projects particularly since both
poverty and physical numbers can have an impact on any decision which
they make. 12

There are cases which can be cited where informed consent was not pro-
vided. The most notorious of these is the "no treatment" syphilis study
conducted among 600 black men who were suffering from syphilis iin
Tuskegee, Alabama.

The men were given no treatment so that study could be
made of the normal course of untreated syphilis inman. The
study was supported by the United States Public Health Service...

This study commenced in 1932 and it was not until both the
national and international press published the information in
late July 1972, 40 years later, that it was made known. At
least 28 to 100 men are known to have died as direct result of
no treatment in this study.l3

It was not until there was both national, and international press
coverage that it was admitted that this large-scale human experiment had

been carried out. 14 The critical issue and ethical concern was not only
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that the study population was not informed in any way but in addition,
earlier in the 20th century studies in Scandinavia had already provided
evidence of what happens to persons who go untreated for syphilis.1> In
other words the research was not needed in any form to provide new infor-
mation which would benefit the public.
Another example of the use of minorities in human experimentation
is reported in a California research project. This study was conducted
in Los Angeles County hospital in 1957-59. According to Randal,
Most of the patients, then as now, were poor and
either Spanish—Americanor black. The aim was to de-
termine whether antibiotics given on a routine basis
would improve the chances of survival for premature
babies.
The study showed that babies receiving no drugs
or babies given only streptomycin and penicillin had
the best chance of survival - 4 out of 5. The groups
receiving chloramphenicol or chloramphenicol in combi-
nation with penicillin and streptomycin fared less
well.16
0f 30 receiving chloramphenicol,18 or 60 percent died. Of 31 receiving
choramphenicol in combination, 21 or 68 percent died. 17
A follow-up study was made at the same hospital in 1959 and the study
demonstrated that six more premature infants were given chloramphenicol and
all six died from a constellation of symptoms which resulted in the col-
lapse of their circulatory system. 18 The same sequence had been noted in
patients treated for typhoid fever with chloramphenicol. 19 Randal implies
that the study was prolonged in order for medical statisticians to get
enough significant cases.
The use of Mexican American women in a contraceptive pill experiment

in Texas in 1969 is well documented. Not only were 76 patients of the

389 total in the study given placeboes, while thinking they were being



given contraceptive pills, those who became pregnant were not provided
abortion services then they requested it.20

Gray21

analyzed findings related to a labor-induction drug study.
His interviews were carried out in the labor room. He observed that not
all of the subjects in the study knew about the research in which they
were participants. This was partly due to the procedures of informing
patients. Their first explanation was in the hands of various private
or house staff physicians who had first selected the subjects for the
study. Others were informed while in the labor room.

In his study Gray found that 50 percent of the private patients knew
of the research prior to admission as compared to 34% of the clinic
patients. It was observed that 25 per cent of the private patients learned
of the research while in the labor-room compared to 16 percent of the
clinic patients. And 50 percent of the clinic patients did not know
when their participation began in the study as compared to 25 percent
of the private patients.

When subjects were compared on a racial basis, a highly disportionate
disparity emerged. Gray found that 50 percent of the white private patients
became aware of the research before admission, the other 50 percent after
admission; that 69 percent of the white clinic patients became aware of
participation before admission and 31 percent after; and that 11 percent
of the black clinic patients were aware before admission and 89 percent

after admission. See Table I for these results.



TABLE 1

Gray's study: Awareness of Research by Private-Clinic Status

by Race (Labor-Induction Study)*

Before After
Patients Admission Admission Q)
White private 50% (8) 50% (8) 16
White clinic 69% (9) 31% (4) 13
Black clinic 11% (2) 89% (16) 18

*Extracted from page 68 (Table 4), Bradford H. Gray, Human Subjects
in Medical Experimentation, John Wiley and Sons, Inc. 1975.

In order to assume that these differences were not due to education,
Gray analyzed these data to determine if this was a factor among the clinic
patients only, since there were no blacks among the private patients. He
based his analysis on high school graduates or high vs. Tess than high
school. His study showed that among white clinic patients with high school
or more education, 86 percent learned about the research before admission
while among blacks 25 percent learned before admission.

He observed that among those with less than high school education,
50% of the whites were informed before admission while among blacks, none

were informed. Table 2, provides this information.
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TABLE 2

Gray's study: When Learned of Research: C(linic Patients by Race

and Education (Labor-Induction Study.)*

Subjects Before After Total
Admission Admission
White
High school or more 6 (86%) 1 (14%) 7
Less than high school 3 (50%) 3 (50%) 6
Black
High school or more 2 (25%) 6 (75%) 8
Less than high school 0 (0%) 10 (100%) 10
Total 11 20 31

*Extracted and modified for percentation from page 69 (Table 5),
Bradford H. Gray, Human Subjects in Medical Experimentation, John Wiley
and Sons, Inc. (1975).

In this study, the issue of real informed consent is questionable
since the labor room does not seem to be the '"most desirable" place to
request consent to participate in any human experimental study on the use
of pharmacological drugs. The request of participation of a woman could
give the impression to the subject that she must participate - therefore
implying a form of coercion rather than voluntary informed consent.

Gray's study clearly illustrates how clinic patients can be used in
experiments and it further illustrates the differential level of informing

patients when compared on a racial basis.
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In addition to the racial or ethnic minority issue, low income or
poverty enters into the study. The very widely read clinical field trails
in Puerto Rico is a classical example. In one of these field trails there
were 265 Puerto Rican wives from a low income population group. They Tived
in a housing development project. In analyzing the content of the structure
of the study, there is no indication that totally informed consent was
provided and particularly that the subjects were aware of the possible
side effects from the oral contraceptive.22 However, it was less than
13 years after the first clinical trail run that Lipsett et al, pointed
out the effects of estrogens on renin substrate, angiotensin and other
plasma proteins and the relationship of these effects to potential
hypertension. 23

It has also been observed that researchers will withhold information
from subjects on the basis that information will create anticipation and
suggestion, and therefore cause the patient or the subject to provide
false information. The ethical aspect of withholding information on the
grounds that it will create suggestion has been questioned and argued
extensively. In order to analyze this aspect of ethics in health care and
related research the author of this paper carried out a study in Charlotte,
N. C. in 1961-62, to analyze what happened to patients where information
on side effects were withheld by the program director with regard to the
oral contraceptive. An analysis of the educational sessions revealed that
the patients were only informed that they might expect "break through
bleeding,” from the use of the oral contraceptive. The follow-up study

elicited information in which they were asked to describe to the interviewer
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what really happened to them when they started taking the oral contra-
ceptive. The patients described what happened to them as follows:
drowsiness, dizziness, nausea, vomiting, headaches, weight gain, nervous-
ness, and slight or heavy bleeding. Of the 107 women followed up, 78

or 73% claimed side reactions. (An unpublished Ph.D. dissertation by
WiTlliam A. Darity, Contraceptive Education: "The Relative Cultural and
Social Factors Related to Oral Contraceptives," 1963).

The clinic in Charlotte, N.C., where the study was carried out, was
operated by Charlotte-Mecklenburg Health Department. Approximately 85
percent of the subjects were black and all were from the low income
class.

The ethical aspect of informed consent is questioned especially
since there was already considerable information regarding side reaction
and what could be expected. The "claimed side reactions" by subjects
in the Charlotte study, werehigh compared to other studies. However,
because of the low education Tevel and the Tack of reading, the self
description, provided by the subjects should be taken as valid and
not "suggestions." Related studies showed that in a group of 551 women
in Puerto Rico there was an incidence of 45 percent nausea. 24 1n another
study at the same time it was pointed out that there were 28 percent
cases of headaches in Humacao, Puerto Rico and an incidence of 17 per-
cent vomiting among another group of women and weight gain among 25
percent of the women in the study. 25

These Tatter studies support the issue that the patients in the
CharTlotte, N.C. program should have been informed about the possible

side reactions. Also it is important to point out the number of studies
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which were carried out among the Puerto-Rican population in Puerto Rico,
which supports the concept that minorities were and still are used ex-
tensively in research projects.

These cases do not illustrate private physician involvement in
health care research and how patients are used and never informed.
However, the close relationship between the private physician and the
pharmacology industry and their research projects should be considered
and recognized as a gap that must be closed to assure ethics in human
experimentation in this domain.

The cases cited further Tead to some specific issues that relate to
blacks and other minorities and some suggestions for special plans and
steps to protect them from coercion and potential tyranny.

SPECIFIC TISSUES WHICH WARRANT PLANNING TO ASSURE PROTECTION OF MINORITIES

In discussing the findings of the labor-induction drug study, Gray
observed that when education was equal, white patients were more informed.
He states:

The main conclusion 1is that information about the study
was better communicated by the house staff to patients
who were relatively similar to themselves with respect
to race and education (no involved house staff physician
was black).26

He further points out that the explanation of variation in difference
in knowledge about the research should not suggest that the subjects are
responsible, as there is Tittle doubt that it is the responsibility of
the researcher or principal investigator to communicate relevant infor-—
mation to research participants. 27

It is the responsibility of the principal investigator to be assured

that subjects understand clearly the nature, purpose and method of the

research.



Of particular concern to minorities is the manipulation of the
situation to acquire participation in a study. The ethical issue is

concerned with "the view that any manipulation of human behavior

inherently violates a fundamental value."28

To be fully human means to choose.... I therefore
regard as ethically ambiguous any action that Timits
freedom of choice whether it be through punishment
or reward or even through so perfect an arrangement
of society that people do not care to choose......
First, I can try to show that the desire to choose
represents a universal human need which manifests
itself under different historical circumstances

(not only under conditions of oppression). Second,
I can point out that freedom of choice is an ines-
capable component of other valued states such as
lTove, creativity, mastery over the environment....
Third, I can try to argue that valuing free indi-—
vidual choice is a vital protection against tyranny...

29

The latter point of tyranny of the majority against the minority
develops the basis for special arrangements and concerns for minorities
in human experimentation.

Data show that in unemployment, Tlow occupation characteristics,
Tow income, selected health indices and poverty, black Americans and
other minorities are disproportionately represented. For example, in
April 1973, the ratio of unemployment for all workers was 4.8 percent.
It was 4.3 percent for white workers and 8.7 for blacks and others, a
differential ratio of 102 percent. 30 See Table 3. 1In 1974, the ratio
was approximately 8 percent for all workers and over 15 percent for
bTlack and others.

In 1971 the median income for white families was $10,672, while
for blacks and other minority families the income level was $6,714 or

a differential deficit ratio of 59 percent. 31
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In a direct comparison between white familics and black
families, the median income for whites was $10,672 and
for blacks $6,440 almost $250 less than when blacks are
included with other minorities. This reveals that blacks
have the lowest income of all minority groups in the
United States. The income deficit is $§2232 and the
differential deficit ratio .66 or 66%.

TABLE 3

Unemployment Summary: 1970 to 1971

Subject 1970 1971 1973
April April

Unemployment rate (percent):

A1l Workers 4.9 5.8 4.8
White 4.5 5.2 4.3
Male 4.0 4.8 3.9
Female 5.4 5.9 4.9
Black and other 8.2 9.3 8.7
Male 7.3 8.1 7.9
Female 9.3 10.8 9.7
Ratio, Black and other to white 1.8 1.8 2.0
Blue-collar 6.2 7.6 5.4
White-collar 2.8 3.3 2.8
Experienced wage and salary
workers 4.8 5.5 45,
Married men, wife present 2.6 3.2 2.5
White 2.4 3.1 2.3
Black and other 3.9 4.2 4.1

Source: U. S. Department of Commerce, Statistical Abstract of the
United States, 1971 and 1973.

To be assured that there will be adequate attention given to minority
subjects in human experimentation and research in health care delivery, and
also to assure that they will not be coerced in participating, the following

proposals should be considered:
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a)

b)

e)

d)

e)

)

The establishment of a Special Permanent Sub-committee of
the Commission, made up of minority professional and lay-
persons who will be concerned with reviewing standards

and guidelines to be sure that the minority interest,
particularly, informed consent is included and is adequate.
Minorities in sufficient numbers with the background and
depth be placed on all review committees of NIH; that such
persons be reviewed and given approval by an outside group
of minority professionals to assure that their crediability
and interest are accepted.

To protect medicaid and medicare patients from unknown and
unwarranted participation in human experimentation by clinics
and private physicians, a statement of assurance be required
on all payments and this form a part of PSRO standards and
review.

Establish special standards and guidelines to assure
that language, educational background, socio-economic status
and cultural heritage, be considered and taken into account
when informed consent is requested of minorities to partici-
pate in human experimentation.

Develop guidelines so that each research proposal will explain
the population constituency, staffing patterns and approaches
which will be used to assure clarification and understanding

of minorities and their participation in studies.

In evaluating performance of research projects in which human

experimentation is carried out, included will be special
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standards for assuring the protection of minorities. This
should ascertain how they were recruited, state and time of
request for participation with signed agreements specifying
time and place and contact person.

g) Other guidelines and standards focused particularly an minori-

ties.

CONCLUSION

Human experimentation in health care delivery will continue to be
carried out. This is essential 1in the improvement of health care. However,
human dignity must be preserved through ethical standards. This is partic-
ularly true for ethnic minorities who find themselves in a disadvantaged
position because of both economies and numbers. They usually use public
clinics more than the majority population. In this connection special
standards and guidelines, and special requirements must be established to
assure that Black American, Puerto-Ricans, Mexican-Americans, Asian-
Americans, and Native Americans will not be exploited and become victims
of tyranny of the majority controlling researchers in human experimen-

tation.
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Delivery of health care services to American Indian populations and the
protection of these populations against abuse or experimentation poses signifi-—
cant problems. There are disease patterns unique to the American Indian pop-
ulation which needs specific research to resolve. In the past communicable
disease has been a major problem. Indeed, the story of small pox and tuber—
culosis needs no repeating. It has been only within the last decade that the
end to tuberculosis in Alaska has been a reality.

The American Indian situation is quite unique. Until the past two decades
American Indian populations have been rural, isolated populations with those
health problems associated with rural isolation. Migration to urban Tocations
has been a recent phenomenon. 1 Health statistics on urban American Indian pop-
ulations came into existance within the past two years and it is too fresh to
make any significant projections regarding significant differences 1in disease
patterns between reservation and urban Indian people. 2

It is necessary to explain the unique differences that exist in the Am-
erican Indian environment. American Indian people are tribal people. A
tribe is really a group of relatives tied together through a system of family
and religious relationships. Tribes are often thought of as being a small,
homogeneous group with extensive intermarriage within that group. It would
appear then, that genetic  factors would be significant. But such is not the

case, there is, and always has been a significant amount of intermarriage

between tribal groups. Upon intermarriage, a non—tribal member is simply
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absorbed into the system. Contrary to popular belief, American Indians frequently
crossed oceans for trade purposes. Intermarriage with people from other continents
was quite common.

Health services to American Indian people are very unique. Circumstances
offer Tittle opportunity for utilization of experimental drugs. At the same
time there is Tittle difficulty in utilizing any new drugs that have been tried
and tested.

There are three systems of provision of medical health care to American
Indians:

1) Federal, Public Health facilities

2) Private and other (Veteran's Administration etc...)

3) Traditional tribal healing methods

Provision of medical care to American Indians is deeply rooted in this
nation's past. Incoming Europeans marveled at the fine stature and excellent
health of the American Indians. After European colonies became established on
this continent the chief source of medical care was American Indian healers.
Over seventy per cent of the drugs now in the American Pharmacopoeia are
American Indian 1in origin. Medical treatments such as sterilization and
cauterization of wounds, plaster casts for broken bones, contraceptives
were first used by American Indians.

As time passed the American Indian was conquered. The situation became
the familiar colonialistic occupation so common throughout the world where
European industrial nations have expanded to. After conquering of American
Indian tribal groups Americans began a systematic destruction of the Indian
family and any institutions the tribes had. Traditional American Indian
healers were shot or imprisioned. Children were torn from their parents

and sent thousands of miles to distant boarding schools to teach them manual
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skills consistant with the mental capacities of this "useless subhuman species."

Somehow the tribes survived. Children were hidden from federal police to
keep them out of boarding school. American Indian language, tribal health care
systems, and tribal education systems went underground. Federal police forces
sent into isolated reservation areas to threaten traditional healers, somehow
vanished.

The provision of medical care to tribal groups was first a responsibility
of the War Department. 1Initially, medical teams were to treat American soldiers
as Indian families were being shot. Diseases were introduced into the tribes
as a more effecient method of extermination. Unfortunately, these diseases
often spread to non-Indian populations. It became necessary for tribal members
to have a health certificate before coming in contact with non-Indians. The
importance of this legal precedence cannot be underestimated. It obligated
the federal government to provide health services to Indian populations. Prov-
ision of health care was a portion of treaties made for cessation of lands. Until
this time, treaties were ignored. In 1849 the responsibility for health care
services was transfered to the Department of Interior. In 1955 responsibility
for health services was transfered to the United States Public Health Service.

When World War I broke out, American Indian tribes refused to have their
members drafted because they were not citizens and were forbidden to bear arms.
Congressional Tleaders became incensed by American Indians' refusal to be drafted
and conferred citizenship upon them in 1924. The results of this action made
American Indian people eligible for the same benefits, rights, privilages, and
protections that any other American citizen might have.

The net result today is a greatly strengthened tribal system. One might
conclude that from the history of exploitation that American Indian tribal groups

would have Tittle resistance to those desirous of utilizing experimental drugs.



But exactly the opposite is true. Tribal dinstitutions have gained a degree
of strength not found in other communities. As early as 1935 tribes enacted
rules forbiding the utilization of experimental methods of medical care. In
1965 tribes presented to the Surgeon General of the United States Public
Health Service that a clear policy on experimental medical treatments and
sterilization procedures.

Research needs to be done on these diseases unique to the American
Indian population. Specifically:

Diabetes

Obesity

Otitis media

Large Births

Alcoholism

Indications are that contributory factors are unique to the American
Indian populations.

Factors that influence the resolution of these health problems and the
use of any experimental procedures include:

1. A staunch resistance to the outside interference
with the Indian community. Any dinstitution,
government or private will find it difficult,
if not impossible to implement any kind of
experimental program.5

2. A shortage of physicians 1in rural areas, includ—
ing reservations. The relative unavailability
of physician's services. They communities may
become more receptive to outside exploitation
by outside interests in an effort to obtain

medical services. Rural United States is



experiencing a crisis in obtaining physicians,
particularly in the Great Plains area where a
majority of the Indians are 1ocated.6

3. Existance of a strong tribal health care system.
Within the Tast decade traditional tribal healing
institutions have experienced a strong comeback.
In many Indian communities it is becoming necessary
to deal with a traditional tribal institution prior
to administering any kind of medical care program.
The effects of this system are very healthy and
positive, but does pose considerable problems for
outsiders.7

4. Existance of strong regional and national Indian
organizations that safeguard the Indian communities
from experimental exploitations. 8

5. The rapid industrialzation of some Indian communities.
Some Indian communities are experiencing an industrial
boom. Some tribes have very valuable natural resources.
These communities may be seriously disturbed and it is

not possible yet to predict the outcome.9

Recent developments have significantly altered the methods of provision of

medical care to the American Indian populations. These developments include:

1. A significantly improved educational system that

allows Indian people to enter the professional fields.

There are currently only fifty two American Indian

physicians in the United States. But the number of
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American Indian medical students has increased
from seven to one hundred eight in the past two
years.l0 The number of American Indian professional
health administrators has increased within the
last few years so that nearly every tribal or
urban Indian health program now has professional
Indian staff. The past five years has seen the
graduation of over two hundred attorneys, whereas,
there were less than twenty before. Eight of these
Indian attorneys are currently employed by Health
organizations serving Indian People.

. Since 1971 there has been a remarkable growth of
tribal health institution, owned,operated, and
controlled by Indian people. Of the two hundred
fifty tribal groups in the nation, thirty-five
have functioning health departments. With the
emergence of health departments, formal health
codes and Taws with systems of enforcement are
emerging. While several tribal groups had passed
laws specifically to control health hazards prior
to this, systems of monitoring, inspection, and
enforcement were lacking.

. Since 1971 there has emerged Urban Indian health
programs. Movement to urban Tocations for employ-
ment and educational opportunities has been common

since the second World War. However, Urban Indian

health institutions did not become common until today.



The impact of these programs may not be felt for
the next few years, however, tribal groups are
experiencing a much greater access to employment
and educational opportunities through the exist-
ance of urban health institutions. Such groups
guard very closely the provision of health ser-
vices to the urban Indian. There are now seven-
teen urban Indian health projects in the nation.

The next few years may see many more emerge.

The growth and development of American Indian Health institutions indicates

a complete change in the methods by which Indian people obtain medical care.
Formerly, it was necessary for Indian people to rely entirely upon Federal
Indian services for care. Until 1971 there were really no significant Indian
consumer organizations to safeguard the Indian people.

Presidential policy statements and key legislation has been passed per-
taining to Indian self determination. A significant portion of the self
determination process has been the evolution of American Indian consumer
groups. Medical malpractice Tawsuits are now becoming common, whereas,

they were formerly unknown. Lawsuits against various departments of govern-

ment pertaining to the delivery of health services are also recent developments.

While great progress has been made, only a small percentage of the need
has been met. Many tribal groups and urban Indian populations have Tlittle
working knowledge of their rights and privalages, through the existance of
those institutions that have been developed, a much greater number of Indian

people can be reached.
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Personal Interview, Peter McDonald, President, Navajo Nation, Window Rock,
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ETHICS AND HUMAN EXPERIMENTATION:
EFFECT ON CULTURAL PATTERNS AND SOCIAL VALUES

OF SPANISH SURNAMED AMERICANS

Arturo E. Raya, Ph.D.






“I'T 1S UNFORG VEABLE THAT I N A COUNTRY AS
WEALTHY AND TECHNCLOG CALLY ADVANCED AS
THE UNI TED STATES, CHI CANOS MUST CONTI NUE
TO SUFFER | LL HEALTH W THOUT ACCESS TO
SERVI CES'

ARTURO E. RAYA
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THE SUBJECT OF HUMAN EXPERI MENTATI ON | S SENSI TI VE AND PARTI CULARLY CONTRO-
VERSI AL W TH REFERENCE TO SPANI SH SPEAKI NG SURNAMED AVERI CANS BECAUSE OF

THE EXTENT OF PARTI CI PATION I N SUCH ACTIVITY BY THI S SEGVENT OF THE NATION S
POPULATI ON AND THE POSSI BLE CONSEQUENCES OF THI S | NVOLVEMENT TO THE | NDI V-

| DUAL AND THE COMMUNI TY.

TH S PAPER W LL DI SCUSS THE SUBJECT OF HUVAN EXPERI MENTATI ON W TH PART-
| CULAR REFERENCE TO ETHI CS, CULTURAL PATTERNS, SOCI AL VALUES AND THE LI FE

STYLE OF THE SPANI SH SPEAKI NG POPULATI ON I N THI' S COUNTRY.

DHEWREGULATI ONS DEFI NE "SUBJECT AT RI SK™ AS "ANY | NDI VI DUAL WHO MAY BE
EXPOSED TO THE POSSI Bl LI TY OF | NJURY, | NCLUDI NG PHYSI CAL, PSYCHOLOG CAL,
OR SOCI AL | NJURY, AS A CONSEQUENCE OF PARTI Cl PATI ON AS A SUBJECT | N ANY
RESEARCH, DEVELCPMENT, OR RELATED ACTI VI TY WH CH DEPARTS FROM THE APPLI -
CATI ON OF THOSE ESTABLI SHED AND ACCEPTED METHODS NECESSARY TO MEET H S
NEEDS, OR WH CH | NCREASES THE ORDI NARY RI SKS OF DAILY LI FE, | NCLUDI NG THE

RECOGNI ZED RI SKS | NHERENT | N A CHOSEN OCCUPATI ON OR FI ELD OF SERVI CE. "

SUCH A DEFI NI TI ON LEADS ONE TO CONCLUDE THAT, I N FACT, THE FEDERAL GOVERNVENT
'S TRULY CONCERNED W TH THI NGS LI KE PROTECTI ON OF RI GHTS TO PRI VACY, THE NEED
FOR | NFORMED CONSENT, PROTECTI ON OF CONFI DENTI ALI TY OF DATA, AND PRO-

TECTI ON AGAI NST PHYSI CAL, PSYCHOLOG CAL, SOCI OLOG CAL, OR LEGAL RI SKS.

THE REGULATI ONS STATE THAT THE NEED FOR PROTECTI ON OF RI GHTS AND VELFARE,

AND PROTECTI ON AGAI NST RI SKS TO THE I NDI VI DUAL IS NOT LI M TED TO ACTI VI TI ES

I NVOLVI NG CHI LDREN AND ADULTS BUT ALSO | NCLUDES THE FETUS, THE ABORTUS

AND THE DEAD. THAT' S EXCELLENT BECAUSE THE USE OF ORGANS AND BODY FLUI DS, AND



WRI TTEN OR RECORDED | NFORMATI ON, WHI LE THEY PRESENT NO PHYSI CAL RI SKS TO
THE SUBJECTS, MAY CREATE MEDI CO- LEGAL RI SKS, OR EXPOSE THE SUBJECT TO
PUBLI C EMBARASSMENT COR HUM LI ATI ON THROUGH BREAK OF CONFI DENTI ALI TY AND

I NVASI ON OF PRI VACY.

WH LE SAFEGUARDI NG THE RI GHTS AND WELFARE OF SUBJECTS AT RISK | S PRI MARI LY
THE RESPONSI BI LI TY OF THE ORGANI ZATI ON CONDUCTI NG GRANT ACTI VI TI ES, THE
RESPONSI Bl LI TY FOR DETERM NI NG THE ADEQUACY OF PROPOSED PROCEDURES MUST BE SHARED

W TH THE | MVEDI ATE COMUNI TY AS VELL AS REVI EW COMM TTEES AND DHEW STAFF.

PRI NCI PAL | NVESTI GATORS ARE REQUI RED TO DESCRI BE THE REQUI REMENTS FOR A
SUBJECT POPULATI ON AND EXPLAIN THE RATI ONALE FOR USI NG IN THI' S PCPULATI ON
SPECI AL GROUPS SUCH AS PRI SONERS, CHI LDREN, THE MENTALLY DI SABLED OR
GROUPS WHOSE ABI LI TY TO G VE VOLUNTARY | NFORMED CONSENT MAY BE | N QUESTI ON;
DESCRI BE AND ASSESS ANY POTENTI AL RI SKS AND ASSESS THE LI KELI HOOD AND

SERI QUSNESS OF SUCH RI SKS. | F METHODS OF RESEARCH CREATE POTENTI AL RI SKS,
DESCRI BE OTHER METHODS, | F ANY, THAT WERE CONSI DERED AND WWHY THEY W LL
NOT BE USED; DESCRI BE CONSENT PROCEDURES TO BE FOLLOWED, | NCLUDI NG HOW
AND WHERE | NFORVMED CONSENT W LL BE OBTAI NED; DESCRI BE PROCEDURES (| NCLUDI NG
CONFI DENTI ALI TY SAFEGUARDS) FOR PROTECTI NG AGAI NST OR M NI M ZI NG POTENTI AL
RI SKS AND AN ASSESSMENT OF THEI R LI KELY EFFECTI VENESS; ASSESS THE

POTENTI AL BENEFI TS TO BE GAI NED BY THE | NDI VI DUAL SUBJECT, AS VELL AS
BENEFI TS WHI CH MAY ACCRUE TO SOCI ETY I N GENERAL AS A RESULT OF THE PLANNED
WORK; AND ANALYSE THE RI SK- BENEFI T RATI O, THESE STATEMENTS BY THE

I NVESTI GATORS ARE, ACCORDI NG TO THE REGULATI ONS. SUBJECT TO REVI EW

APPROVAL, AND MODI FI CATI ON BY LOCAL COW TTEES AS VELL AS BY DHEW

8-3



VWH LE DHEW REGULATI ONS ADDRESS ONLY DHEW GRANTS AND CONTRACTS, THE
NATI ONAL RESEARCH ACT REQUI RES REVI EW OF BI OMEDI CAL AND BEHAVI ORAL

RESEARCH | NVOLVI NG HUMAN SUBJECTS CONDUCTED AT OR SPONSORED BY ANY

I NSTI TUTI ON I N ORDER TO PROTECT THE RI GHTS OF HUMAN SUBJECTS. THE DHEW
STATEMENT OF COWVPLI ANCE THEREFORE REFERS TO " PRQJIECTS AND ACTI VI Tl ES"

W THOUT LI M TATI ON TO DHEW PRQIECTS AND ACTI VI TIES.  NO EVALUATI ON,

CERTI FI CATI ON OR OTHER REPORTI NG PROVI SI ONS OF THE DHEW REGULATI ONS  ARE
APPLI CABLE TO RESEARCH SUPPORTED SOLELY BY THE | NSI STUTI ON OR SUPPCRTED

BY PRI VATE, PUBLIC, OR NON-DHEW FEDERAL AGENCI ES.

IN VIEWOF THE ETHI CAL AS WELL AS CULTURAL, SOCI AL AND LI FE STYLE

CONS| DERATI ONS, RESEARCH | NSTI TUTI ONS THAT DO NOT HAVE AN ETH CAL CODE
OR HAVE NOT DEVELCOPED AN | N- HOUSE CODE THAT COVERS ALL THE ABOVE, SHOULD
BE REQUI RED TO FORVALLY ADOPT RELEVANT CODES. | MPLEMENTATI ON PROCEDURES
SHOULD | NDI CATE HOW THEAPPROPRI ATE CODES ARE TO BE MADE CONVEN ENTLY
AVAI LABLE TO | NSTI TUTI ONAL STAFF, | NVESTI GATORS AND SUBJECTS AT RI SK AS

VELL AS THE COWUNI TY TO BE AFFECTED BY ACTI VI TI ES W TH HUVAN SUBJECTS.

STATI STI CS ON UTI LLI ZATI ON OF PUBLI C HEALTH SERVI CES SUGCGEST THAT PERSONS
OF SPANI SH ORI G N DEPEND LARGELY ON PUBLI C HOSPI TALS (I NCLUDI NG TEACH NG
HOSPI TALS) AND QUTPATI ENT FACI LI TI ES TO SATI SFY THEI R HEALTH NEEDS. AND,
| F THEY DO, WHAT |'S THE EXTENT TO WHI CH THEY BECOVE SUBJECTS OF RESEARCH
AT SUCH FACI LI TI ES.

EXI STI NG FEDERAL REGULATI ONS PROVI DE SOVE GENERAL, VAGUE WRI TTEN GUI DE-
LI NES AND APPROVED PROCEDURES TO ENSURE NECESSARY SAFEGUARDS AND CONFI -

DENTI ALI TY OF | NFORMATI ON.  HOAEVER, | T I'S ALSO UNFORTUNATELY TRUE THAT



THESE WRI TTEN GUI DELI NES AND PROCEDURES ARE NOT ALWAYS CAREFULLY OBSERVED.
| T 1'S UNDERSTANDABLE TO THE MEMBERS OF LA RAZA THAT I N SOVE CASES THE
RULES ARE NOT OBSERVED BY | NTENT, BUT I T IS UNFORA VEABLE THAT | N OTHER
CASES THEY MAY NOT BE COWPLI ED W TH BY REASON OF | GNORANCE OR LACK OF
UNDERSTANDI NG ON THE PAST OF THE EXPERI MENTORS OF FUNDAMENTAL CULTURAL AND
SOCI AL VALUES OF THOSE WHO MAY BECOME VOLUNTARILY OR | NVOLUNTARI LY | N-
VOLVED | N RESEARCH. | N El THER CASE THE RESULTS ARE DEVASTATI NG TO A LARGE
SEGMVENT OF THI'S NATI ON' S POPULATI ON.  SELF DENI AL OF CRI TI CALLY NEEDED

HEALTH SERVI CES | S ONLY ONE OF THE CONSEQUENCES.

I N ORDER TO DI M NI SH THE POTENTI AL FOR ABUSE, CULTURE CONFLI CT AND HUVAN
DEGRADATI ON, SERI QUS CONSI DERATI ON MJUST BE G VEN AT EVERY LEVEL OF RELATED
ACTI ON TO TO PROTECT CULTURAL, SOCI AL, RELI GOUS AND PERSONAL VALUES WHI CH
ARE HELD I N H GH ESTEEM  THESE FUNDAMENTAL VALUES MUST BE G VEN A HI GH
RANK I N THE PRI ORI TY ORDER OF | SSUES TO CONSI DER | N ASSURI NG FULL PROTEC-
TION OF HUMAN SUBJECTS. TO DO TH S REQUI RES KNOW.EDGE AND UNDERSTANDI NG
OF LA RAZA, THE SECOND LARGEST M NORI TY I N THE NATI ON.

I T1S ESTI MATED THAT SPANI SH- SURNAMED AMERI CANS NUMBER CLOSE TO TWELVE

M LLION I'N THE UNI TED STATES AND PUERTORI CO (TABLEI). THEY ARE

DI SPERSED THROUGHOUT THE COUNTRY AND | N ALL RUNGS OF THE SOCI O- ECONOM C
SCALE. THEY ARE A HETEROGENEQOUS GROUP W TH AS MUCH VARI ANCE | N THEI R
CHARACTERI STI CS AS THE GENERAL POPULATI ON. I NFACT, SPANI SH- SURNAMED
AMERI CANS ARE COVPRI SED OF ALL COLORS, CREEDS, RELI G ONS, AND MULTI PLE
ETHNI C HERI TAGES. THEI R NATI ONAL ORI G N MAY BE | N MEXI CO, CENTRAL AMERI CA,
SOUTH AMERI CA, CUBA, PUERTO RI CO, OR SPAI N. THE DI VERSI TY OF CHARACTER-
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TABLE |

Spanlsh Origln Population by Type of Spanish Origln for the U.S.:

March 1973, March 1974 and March 1975

(Numbers In Thousands)

Type of Spanish Origln 1973 1974 1975
No. % No. * No. %
Unlited States/Persons of Spanish Origin 10,577 100. 10,795 100. 11,202 1C0.

Mexican 6,293 59.5 6,455 59.8 6,690 59.7
Puerto Rican . 1,548 14.6 1,548 14.3 1,671 14.9
Cuban 733 6.9 689 6.4 743 6.6
Central or South America 597 5.6 705 6.5 671 6.0
Other Spanish Origin 1,406 13.3 1,398 15.0 1,428 1257

Sources: Serles P-20, No. 264, |ssued May 1974; P-20, No. 280, Issued April 1975; P-20, No. 283, Issued August 1975
(Advance Report).

NOTE: "The estimated number of persons of Spanlish Origln prosented in this report Is comparable with the
estimates of persons of Spanlsh Origin previously published from March 1974. CPS and the March 1973 CPS."

(P-20, No. 283) Bureau of the Census.
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| STICS AMONG THI S POPULATI ON GROUP | S AS GREAT AS I TS SI M LARITY.

THE CONCERN OF THI S PAPER | S W TH THAT SEGMVENT OF THE SPANI SH- SURNAMED
POPULATI ON WH CH BECAUSE OF | TS ETHNI C, CULTURAL, AND/ OR SPANI SH

SPEAKI NG HERI TAGE ENCOUNTERS DI FFI CULTY ADJUSTI NG SATI SFACTORI LY TO

THE DOM NANT SOCI ETY I N THE UNI TED STATES AND | S THUS DEPRAVED OF

PHYSI OLOG CAL AND PSYCHOLOG CAL SAFEGUARDS AND | TS RI GHT TO PARTI Cl PATE
AND RECEI VE SERVI CES ESSENTI AL TO THE DETECTI ON AND TREATMENT OF DI SEASE
AND THE MAI NTENANCE OF GOCD HEALTH. | NGENERAL, THE FOCUS OF THI S REPORT
'S ON THOSE SPANI SH- SURNAMED AMERI CANS WHO ARE SPANI SH- SPEAKI NG AND ARE

| MM GRANTS OR DESCENDANTS OF | MM GRANTS FROM MEXI CO, PUERTORI CO, CUBA,
CENTRAL AND SQUTH AMERI CA WHO CONTI NUE TO | DENTI FY, OR ARE | DENTI FI ED,

W TH THE CULTURE AND HERI TAGE OF THOSE COUNTRIES. THE CONCERN IS WTH
THOSE SPANI SH- SURNAMED AMERI CANS WHO EXPERI ENCE DI FFI CULTY ADJUSTI NG TO

THE " AMERI CAN WAY OF LI FE" ElI THER BECAUSE OF THElI R CUSTOMS AND LANGUAGE

OR BECAUSE OF | NSTI TUTI ONAL RACI SM DI RECTED AT THEM BECAUSE THEY ARE
| DENTI FI ED AS SPANI SH- SURNAMED AMERI CANS.

THE LARGEST POPULATI ON SEGVENT OF THE SPANI SH SURNAMED AMERI CANS ARE THE
MEXI CAN AMERI CANS OR CHI CANCS.  THEY MAKE UP THE SECOND LARGEST M NORI TY
GROUP IN THE UNI TED STATES W TH A POPULATI ON I N 1975 OF APPROXI MATELY

6, 690, 000. THE MAJORITY OF MEXI CAN AMERI CANS LI VE I N THE STATES OF

CALI FORNI A, ARI ZONA, COLORADO, NEWMEXI CO, AND TEXAS W TH SI ZABLE NUMBERS
LIVINGINILLINO S, | OM, | NDI ANA, M CH GAN, KANSAS, UTAH, OREGON AND
WASHI NGTON, AND | N THE REST OF THE UNI TED STATES | N SMALLER NUMBERS.

THE GREATEST CONCENTRATI ON OF MEXI CAN AVERI CANS | S | N THE STATE OF CALI F-
ORNI A WHERE THEY NUMBER 3, 100, 000 PERSONS OR ABQUT 15%O0OF THE TOTAL
POPULATION. I T 1S PRQIECTED THAT THE MEXI CAN AMERI CAN POPULATI ON W LL BE



18. 7% |1 N 1980 OR ABOUT ONE QUT OF EVERY FI VE CALI FORNIANS. THI'S

PROJECTI ON REFLECTS THE FACT THAT MEXI CAN AMERI CANS HAVE THE H GHEST

Bl RTHRATE | N THE COUNTRY, EXCEEDI NG THAT OF THE U.S. POPULATI ON BY 50%

I N ADDI TI ON, THEI R NUMBER | S | NCREASED EACH YEAR BY ABQUT 40, 000

| MM GRANTS FROM MEXI CO.  THE PROXIM TY OF MEXI CO AND THE CONTI NUAL

I NFLUX OF | MM GRANTS W LL PERPETUATE CULTURAL MORES AND LANGUAGE BARRI ERS
VWH CH NEED TO BE CONSI DERED | N THE APPLI CATI ON OF HUMAN SUBJECTS TO

MEDI CAL EXPERI MENTATI ON NOT ONLY | N CALI FORNI A, BUT I N ALL THE SOUTH
VESTERN STATES.

THE FREE FLOW OF Al R TRAVEL BETWEEN PUERTO RI CO AND THE EAST COAST POSES
SI'M LAR PROBLEMS, PARTI CULARLY | N NEW YORK WHERE ESTI MATES PLACE THE

SPANI SH- SPEAKI NG POPULATI ON FI GURE AT MORE THAN ONE M LLI ON.

THE SOCI AL AND ECONOM C PROBLEMs OF SPANI SH SPEAKI NG AMERI CANS ARE OF
LONG STANDI NG STANDI NG BUT HAVE ONLY RECENTLY BECOME THE FOCUS OF NATI ONAL
ATTENTI ONAND ACTI ON.  SPANI SH SPEAKI NG AMERI CAN LEADERS HAVE BEEN

I NSTRUVENTAL | N CREATI NG THI S NEW AWARENESS AND UNDERSTANDI NG OF THEI R
PEOPLE' S NEEDS. THEY STRESS THE NEED FOR MORE COVPREHENSI VE DATE ON SUCH
ELEVMENTAL QUESTI ONS AS THE NUMBER OF PEOPLE OF SPANI SH HERI TAGE I N DI FFER-
ENT PARTS OF THE COUNTRY, VI TAL STATI STI CS AND HEALTH DATA, EDUCATI ON,
EMPLOYMENT STATUS, OCCUPATI ONAL PRCFI LE, | NCOMVE DI STRUBUTI ON, AND | DENT-

| FI CATI ON OF THE REASONS FOR THEI R LOWACCESS TO COVPREHENSI VE HEALTH
SERVI CES.  THE | MPACT OF HUMAN EXPERI MENTATI ON ON UTI LI ZATI ON OF HEALTH
CARE SERVI CES NEEDS TO BE STUDI ED W TH THE OBJECTI VE OF | DENTI FYI NG THE
DEGREE TO WHI CH | T SERVES AS A BARRI ER TO ACCESS FOR SPANI SH- SPEAKI NG
ANMERI CANS.
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SPANI SH SPEAKI NG PECPLE LI VE | N DI STI NCT, CLOSELY KNI T NEI GHBORHOCDS,

El THER BY CHO CE OR BECAUSE THEY CANNOT AFFORD OR ARE BARRED FROM HOUSI NG
ELSEWHERE. MANY AMERI CANS OF SPANI SH BACKGROUND HAVE PERSI STENT ENGLI SH
LANGUAGE DI FFI CULTI ES W TH THE EFFECT OF DEEPENI NG AND PROLONG NG THEI R
CULTURAL | SOLATION FROM THE MAINSTREAM CF THEM LLION. MECHANI CS FOR
REDUCI NG THI S | SCLATI ON THROUGH COVMUNI CATI ON ACROSS ETHNI C LI NES I'N

BOTH THE JOB MARKET AND OTHER ASPECTS OF ECONOM CS AND SOCI AL LI FE, | NCLU-
DI NG COVPREHENSI VE HEALTH SERVI CES, HAVE BEEN GENERALLY | NADEQUATE.

TO THESE DI FFI CULTI ES MUST BE ADDED THAT OF | NADEQUATE EDUCATI ON AMONG
BOTH MEXI CAN AMERI CANS AND PUERTO RI CANS, ESPECI ALLY I N THE OLDER AGE
CGROUPS. A LACK OF EDUCATI ON COVBI NED W TH A LI M TED KNOALEDGE OF ENGLI SH
FURTHER COMPOQUND THEOBSTACLES TOSATI SFACTORI LY, WELL PAI D EMPLOYMENT

FOR MANY SPANI SH SPEAKI NG ADULTS.

THE SPANI SH SPEAKI NG AMERI CAN COVWMUNI TY | N THE UNI TED STATES HAS PCLI -

TI CALLY HAD M NI VAL | MPACT ON DEVELOPI NG METHODS TO | MPROVE | TS ACCESS

TO EQUI TABLE COVPREHENSI VE HEALTH SERVI CES. THE SPANI SH SPEAKI NG AMERI CAN' S
PROGRESS HAS BEEN MARKEDLY SLOAER THAN THAT OF THE BLACK AMERI CAN, FOR
EXAMPLE, WHOSE DRANMATI C STRUGGLE FOR SOCI AL, ECONOM C AND PQLI TI CAL GAI NS
HAS BEEN H GHLY VI SI BLE AND, PARTI ALLY SUCCESSFUL.

BRI EFLY, THE SPANI SH ORI G N POPULATI ON'| S QUI TE YOUNG ( MEDI AN AGE, 21)
AND I'S ONE OF THE MOST FERTI LE GROUPS I N THE NATION.  IT IS A Bl LI NGUAL
POPULATI ON AND | S DI STRI BUTED AMONG THE FI FTY (50) STATES OF THE UNI ON.

| T ALSO SUFFERS LOAER EDUCATI ONAL LEVELS, COSEQUENTLY LOWER | NCOVES TQO.
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MOST PERSONS OF SPANI SH ORI G N ARE EMPLOYED | N BLUE COLLAR LOBS. IN
JUNE OF 1975 THEY HAD THE SECOND HI GHEST UNEMPLOYMENT RATE (13% NEXT
TO THE BLACK POPULATI ON (159 . THE NATI ONAL HEALTH STATUS OF THE

SPANI SH ORI G N POPULATI ON I'S UNKNOAWN DUE TO LACK OF MORTALI TY, MORBIDI TY
AND HEALTH STATI STICS | N GENERAL. | T IS ESTI MATED THAT THElI R HEALTH

STATUS CAN BE EXTREMELY DEPLORABLE.

THE SPANI SH ORI G N POPULATI ON | S THE ONLY ETHNI C GROUP | N THE UNI TED
STATES THAT ACTI VELY MAI NTAI NS THE LANGUAGE RELATED TO I TS CULTURAL
ORIGN MREOVER |T IS NOT ONLY THE OLDER PEOPLE WHO CONTI NUE TO USE
THE LANGUAGE OF THEIR ORIGIN.  SI XTY- FI VE (65) PERCENT OF THE MEXI CAN

ORI G N GROUP THAT HAS MANY THI RD ANDEVEN FOURTH GENERATI ON MEMBERS,
REPORTED | N 1973 THAT THEY CURRENTLY SPOKE SPANI SH AT HOVE.  ADDI Tl ONALY,
SI XTY- FOUR (64) PERCENT OF THOSE PERSONS WHO WERE UNDER TVENTY YEARS OF
ACGE SPOKE SPANI SH AT HOME. | N TERVE OF THE RELATI ONSH P BETWEEN THE HEALTH
CARE | NDUSTRY AND | TS RESEARCH EFFORTS AND THE SPANI SH ORI G N POPULATI ON,
LANGUAGE MAI NTENANCE ON THE PART OF TH'S GROUP |'S A FACT THAT CANNOT BE

| GNORED (TABLE I1).

N A CURRENT POPULATI ON REPORT PUT OQUT BY THE BUREAU OF THE CENSUS | N
NOVEMBER 1971, DATA FROM NOVEMBER 1969 SHOWED THAT THE SPANI SH ORI G N

ETHNI C GROUP HAD MORE CHI LDREN EVER BORN PER 1, 000 WOMEN THAN ANY OTHER
GROUP.  QUT OF THE SPANI SH ORIG N ETHNI CS, MEXI CAN ORI G N WOMEN " COVPRI SED
ONE OF THE MOST FERTI LE GROUPS | N THE POPULATI ON OF THE UNI TED STATES".

ACCORDI NG TO THI S REPORT, THE RATE "I MPLI ESA POTENTI AL DOUBLI NG OF THEI R
NUMBERS | N ABOUT ONE GENERATI ON OR A TWENTY- SI XYEAR PERICD." (TABLE I11)
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TABLE 11

Persons of Spanish Origin Reporting Spanlsh Currently Spoken

At Home by Age for the Unlted S5tates, March 1972

Origin & Age Total Reporting Spanish Currently Spoken at Home
No. %
Spanish Origin 9,178 6,000 65.4
Under 20 Years 4,572 2,934 64.2
€65 Years & Over 322 275 85.4
Mexican 5,254 3,425 65.2
Puerto Rican 1,518 1,101 72.5
All Other Spanish 2,406 1,474 61.3

origint!)

A_u_:n_:cmm Cuban origlin, Central or South American and Other Spanish Origln not

shown separately.

Source: P-20, No. 250, April 1973

3-11



TABLE 111

Sub Ject

Chlldren Ever Born Per 1,000 Women 15 to 44 Years Old By Age, Marltal

Status, Race and Spanish Origln for Selected

Years, 1970 and 1974

(Nos. In Thousands)

Spanlsh Origin All Races White Black

1974 1970 1974 1970 1974 1970 1974 1970

All Women (Including Single)

15 to 44 years old 1,744 1,919 1,472 1,616 1,452 1,584 1,610 1,851
35 to 39 years old 3,406 3,453 2,831 2,980 2,754 2,920 3,466 3,450
3,813 3,599 3,084 2,927 3,029 2,852 3,526 3,520
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ALTHOUGH LI M TED, DEMOGRAPHI C SOCI AL AND ECONOM C STATI STI CS DEMONSTRATE
THAT THERE | S A DI FFERENCE BETWEEN THE SPANI SH ORI G N POPULATI ON I N THE
UNI TED STATES AND THE REST OF THE POPULATI ON AND VE MUST LEARN TO UNDER-

STAND THAT DI FFERENCE.

AN | MPORTANT PART OF THE DI FFERENCE IS OF A CULTURAL NATURE. THE UNI TED
STATES | S ESSENTI ALLY EURCPEAN.  EUROPEAN | N BLOOD, EUROPEAN I N CULTURE.
SPANI SH SPEAKI NG AMERI CA, | NCLUDI NG OUR SOUTHWEST, | S ONLY PARTLY
EUROPEAN, PLUS AFRI CAN, PLUS | NDI AN, I'N BLOCD AND I N CULTURE. THE MOORS
OF NORTH AFRI CA OCCUPI ED SPAI N FOR 800 YEARS.  THEY LEFT MANY THINGS I N
SPAI'N, THE DARK HAI R, THE DARK SKI'N, THE BLACK FLASHI NG EYES AND THE

FI ERY BLOOD THAT TURNS THOSE EYES ON. BUT THEY ALSO LEFT MANY OTHER

THI NGS, UNDER THE SKI'N, PH LOSOPH CTH NGS, RELI G QUS THI NGS, ESTHETIC
THI NGS.

WHEN THE HANDFUL OF SPANI ARDS CAME TO THE NEWWORLD, THEY BROUGHT W TH
THEMMANY PREJUDI CES, BUT ONE PREJUDI CE THE SPANI ARDS DI D NOT BRI NG TO
THE NEWWORLD WAS RACI AL PREJUDI CE.  THE PROOF |'S TO BE SEEN I N OUR
SPANI SH SPEAKI NG SOUTHWEST. I T IS TO BE SEEN I N MEXICO.  MEXI CO TODAY
IS MESTIZO I'N BLOOD AND | N CULTURE AND THEY ARE PROUD COF I T.

ANOTHER | MPORTANT DI FFERENCE | S TO BE FOUND | N THE WAY OF LI FE OF OUR
PEOPLE. THE ANGLO- AMERI CAN HAS AN EPI C SENSE OF LI FE. THE HI SPANO-

AMERI CAN HAS A TRAG C SENSE OF LI FE.  THE EPI C SENSE OF LI FE FUNCTI ONS

IN A HETEROGENOUS CULTURE.  THE ANGLO- AMERI CAN | S A NOBLE KNI GHT, QUT

TO SLAY DRAGONS. YOQU M GHT SAY HE | S A GOOD MAN.  HE STRUGGELES TO CONQUER
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OBSTACLES SUCH AS POVERTY, SI CKNESS, TYRANNY, CRI ME, CORRUPTION, DRUG

ADDI CTI ON, ETC. THE ANGLO-AMERICAN | S A HERO C OPTI M ST I N THE WAR

BETWEEN GOCD AND EVI L AND EVERYONE KNOWS WHICH SIDE HE IS ON.  H S RELI G ON
W THOUT PLAYI NG DOWN THE VALUE OF FAI TH, STRESS CONDUCT AS THE AVENUE

TO SALVATION. HE IS A FIRMBELIEVER | N THE TENENT, "GOD HELPS HI M WHO
HELPS H MSELF." PRAGVATI SM THE PH LOSOPHY OF DA NG THE PHI LOSOPHY OF
CGETTI NG THI NGS DONE | S PERHAPS THE BEST THEORETI CAL EXPRESSI ON OF THE EPI C

SENSE OF LI FE

ON THE OTHER HAND, THE HI SPANO- AMERI CAN HAS A TRAG C SENSE OF LI FE,

PERHAPS A TRAG C SENTIMENT OF LIFE. HI SIS ATRAG C SQUL, FIGHTING TO
OVERCOME | TSELF.  THE HI SPANI C SOUL CARRIES WTHI N I T A CONFLI CT BETVEEN
THE VALUES OF HI S | NDI AN | NHERI TANCE AND H S SPANI SH | NHERI TANCE.  THERE-
FORE, THE BATTLE | S NOT BETWEEN GOOD AND EVIL. IT IS A BATTLE BETWEEN TWO
GOODS.  H S RELIG ON, W THOUT PLAYI NG DOMN THE VALUE OF GOCOD DEEDS,

STRESSES FAI TH AS THE AVENUE TO SALVATI ON. H S RELI G ON HAS TOLD H M

AS | T HAS TOLD ALL CHRI STI ANS, THAT THI S WORLD I S A VALLEY OF TEARS, THAT
THE GOOD LI FE COMES LATER H' S ENTI RE HI STORI CAL PERSPECTI VE SUPPORTS

THIS THESIS.  THE BULL FI GHT, A RITUAL FULL OF GRACE, SYMBOLI ZES THE TRAG C
SENSE OF LI FE. ONE MAN ALONE CARRIES HI'S LI FE AND H S DEATH ON THE PO NT
OF A SWORD. A WHOLE PEOPLE ON A SUNDAY AFTERNOON COVE FORWARD TO DO HOMAGE
TOTH' S MAN ALONE, FACI NG HI S DEATH. | F THE ANGLO- AMERI CAN HAS A RENDEZ-
VOUS W TH DESTI NY, THE H SPANO- AVERI CAN HAS A RENDEZVOUS W TH DEATH.

EXI STENTI ALI SM  THE PH LOSOPHY OF HUMAN DI SASTER AND HUVAN FAI LURE | S

PERHAPS THE BEST THECRETI CAL EXPRESSI ON OF THE TRAG C SENSE OF LI FE.



THESE ARE VIEWS OF LIFE THAT PEOPLE HAVE AND THEY TO BE UNDERSTOCD
AND RESPECTED WHEN DEALI NG W TH THEM BECAUSE NOT ALL PECPLE SEE LI FE

I N THE SAME WAY. WE NEED TO UNDERSTAND AND RELATE TO THE FEELI NGS OF

A WOVAN WHO MENTI ONS THAT SHE WOULD NOT LIKE TODIE I N A HOSPI TAL W TH
A PACEMAKER AND TUBES COM NG QUT OF HER MOUTH OR ANYTHI NG SHE SAI D,

"I WANT TODI E N MY HUSBAND S ARMB. " SHE FELT THAT DEATH WAS A GREAT
EVENT I N HER LI FE AND SHE WANTED TO BE CLOSER TO THAT PERSON THAT SHE
LOVED MOST. IT IS THE SAME WTH THE RITUAL OF BIRTH. I T IS THAT VI EW
CF LI FE THAT MOVES A WOMAN TO SAY SHE | S AFRAID TO G VE BI RTH TO HER

CH LD IN A COUNTY HOSPI TAL WHERE SHE W LL HAVE SURGERY PERFORMED ON HER

THAT WLL PREVENT FROM HAVING OTHER CHI LDREN W TH HER HUSBAND.

ANY FURTHER ATTEMPTS TOWARD THE DEVELOPMENT OF MODI FI CATI ON OF RULES

OF BEHAVI OR FOR RESEARCHERS CAN BE SUCCESSFUL ONLY TO THE DEGREE THAT
THEY CONSI DERED CULTURAL AND SOCI AL VI EWs OF LI FE.  SPECI FI CALLY, W TH
REFERENCE TO THE SPANI SH ORI G N POPULATI ON THE FOLLOW NG ARE SI GNI FI CANT:

VE MAKE COLLECTI VE DECI SI ONS, RELATED TO THE HI GH DEGREE OF SCCI AL AND
CULTURAL | NTEGRATI ON THAT VE HAVE. THE FAM LY MUST BE DRAWNIN. THE
PATI ENT CANNOT BE EXPECTED TO MAKE A MEDI CAL DECI SI ON UNTI L HE OR SHE
CAN CONSULT W TH FAM LY MEMBERS. I N CASES | NVOLVI NG SENSI TI VE | SSUES,
FAM LY RANK MUST BE CONSI DERED WHEN ADVI SI NG THE FAM LY | N ORDER TO | NSURE

THAT THE DECI SION IS MADE W TH PROPER COUNSEL.

ADM SSI ON TO THE HOSPI TAL IS A FAM LY AFFAI R SURG CAL PROCEDURES ARE
OFTEN REGARDED AS HARMFUL, DANGERQUS AND UNNECESSARY.



ELDERS ARE VERY | MPORTANT TO US. THEY ARE THE CENTER OF ATTENTI ON OF
THE FAM LY, THE PATRI ARCH OF THE COMMUNITY.  ANY THOUGHT OF HUM LI ATI NG
THEM THROUGH EXPERI MENTAL SURGERY OR TREATMENT | S | NCOVPREHENSI| BLE.

RELI G ON PLAYS AN | MPORTANT ROLE IN OQUR LIFE. | T PERVEATES EVERYTHI NG
FROM PROCREATI ON AND CHI LD RAI SING TO MEDICINE. I T I'S UNACCEPTABLE TO

| NDEPENDENTLY TALK TO A MEXI CAN AVERI CAN WOVAN OF CATHOLI C BACKGROUND
ABQUT BI RTH CONTROL METHODS. WHE W LL NOT ACCEPT THE ADVI CE AND W LL
RESENT | T BEI NG MENTI ONED TO HER. | T MUST BE RECOGNI ZED THAT HER ACTI ON
TO ACCEPT BI RTH CONTROL MAY BE | NTERPRETED AS " LEAVI NG THE MORAL AND
RELI G QUS TRADI TI ONS".

THE CONCEPT OF MODESTY HAS GREAT S| GNI FI CANCE TO CH CANO WOMEN.  FOR
MANY, THElI R BEI NG EXAM NED BY A MAN | S ENOUGH REASON FOR NOT VI SI TI NG
A CLINNC OR A DCCTOR. | NVOLVI NG MEXI CAN AMERI CAN WOMVEN | N RESEARCH
ACTI VI TY RELATED TO BREAST CANCER OR CERVI CAL CANCER MUST BE HANDLED
DELI CATELY FOR MODESTY | S ONE OF THE MOST | MPORTANT | NDI CES FOR JUDG NG
WHETHER A WOVAN | S "GOOD" OR "BAD'. THI S MAY HELP TO EXPLAI N WHY
WOMEN, EXPECI ALLY THOSE 30 YEARS OF ACE OR OLDER, SHOWRETI CENCE IN

HAVI NG A PELVI C OR BREAST EXAM NATI ON.

OBESI TY | S NOT UNCOMMON AMONG MEN AND WOMVEN OF MEXI CAN AMVERI CAN

EXTRACTION. | T IS PARTLY DUE TO NUTRI TI ONAL HABI TS, BUT OUR CULTURE
TEACHES US THAT TO HAVE A VELL FLESHED BODY | S A SYMBOL OF BEAUTY AND

I TIS OFTEN CONSIDERED A S| GN OF GOOD HEALTH AND ENCOURAGED.



FOLK MEDICINE | S STILL W DELY PRACTI CED | N THE SOUTHWEST STATES. FOLK
BELI EFS MUST BE RESPECTED AND UNDERSTOOD.  MANY PATI ENTS W LL NOT
VOLUNTARI LY DI VULCE SI MULTANEQUS TREATMENT FROMA " CURANDERCO' .

THESE BELI EFS OR CONCEPTS OF HEALTH ARE | N NO WAY TO BE | NTERPRETED AS

IN COFLICT WTH THE NEED FOR BI OVEDI CAL RESEARCH OR THE NEED TO | NCREASE
MEDI CAL KNOALEDGE.  SPANI SH SPEAKI NG AMERI CANS ARE NO STRANGERS TO THE

H STORY OF SCI ENTI FI C AND MEDI CAL ACHI EVEMENT.  THEY HAVE PARTI Cl PATED

I N AND CONTRI BUTED TO THE GROMH OF MEDI CAL | NTELLI GENCE | N THE AMERI CAS.

ONLY I N RECENT YEARS HAVE ANTHROPOLOG STS BEGUN TO RECOGNI ZE THE MAJOR
SCI ENTI FI C AND MEDI CAL, ACHI EVEMENTS OF THEAZTEC, MAYAN AND I NCA ClVIL
| ZATI ONS OF MEXI CO AND OF PERU, AS WELL AS THE | SLAND PECPLE OF THE

CARI BBEAN. THESE ACHI EVEMENTS EQUAL OR SURPASS THCSE OF MEDI TERRANEAN
AND EURCPEANCI VI LI ZATI ONS. THE CI VI LI ZATIONS HAD A HI GHLY ORGANI ZED,
RATI ONAL MEDI CAL SYSTEM

THE AZTECS AND | NCAS HAD LARGE DRUG FORMULARI ES W TH EFFECTI VE REMEDI ES
FOR A VARI ETY OF | LLNESSES LONG BEFORE THE SPANI SH CONQUEST. | N ADDI TI ON,
THESE PECPLE HAD DOCTORS, EVEN SPECI ALI STS, DI VIDED I N A FASHI ON SI M LAR
TO OUR | NTERNI STS AND SURGEONS.  THEY SUTURED WOUNDS, SET FRACTURES,

APPLI ED SPLI NTS DEVELOPED RUBBER SYRI NGES AND PRESCRI BED DI ETARY REG MENS.
THEI R SURGEONS DI D AMPUTATI ONS AND PERFORVED DELI CATE NEUROCSURGERY,

ESSENTI ALLY WHAT VE NOWCALL THE CRANI OTOWY,  THAT IS, OPENI NG THE SKULL
TO RELEASE PRESSURE CR TO CLEANA WOUND.  THESE SURGEONS, W THTOOLS FROM
WH CHMODERN  ONES ARE | N MANY CASES DERI VED, HAD A SUCCESS RATE OF FI FTY
PERCENT.  THERE | S EVEN EVI DENCE OF M DW FERY FOR CHI LDBI RTH.
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| T CAN BE CONCLUDED THAT THE CONTROVERSY ABOUT HUVMAN EXPERI MENTATI ON AND
THE SPANI SH SPEAKI NG POPULATI ON I N THI' S COUNTRY | S BASED NOT SO MJUCH ON

[ NCOVPATI BI LI TY AS ON THE DEVELOPMENT AND APPLI CATI ON OF SAFEGUARDS THAT
ARE CLEAR AND UNDERSTANDABLE AS VELL AS HUVANI STI C.

A REVI EWOF RECENT LI TERATURE AVAI LABLE AT A H GHLY RESPECTED SCHOOL OF
VEDI CI NE | N CALI FORNI A REVEALED LI TTLE REFERENCE TO THE | MPACT OF HUVAN
EXPERI MENTATI ON ON M NORI TY POPULATI ONS AND ALMOST NO MENTI ON OF EFFECT
ON CULTURE, LANGUAGE, RELIG ON, SOCI AL VALUES OR LI FE STYLE OF THE
SPANI SHSURNAMED/ SPEAKI NG

THI' S SERVES TO SUBSTANTI ATE OTHER FI NDI NGS AND DETERM NATI ONS THAT THERE
I'S NEED FOR SPECI FI C DI RECTI ON TO MEDI CAL EXPERI MENTERS, WHETHER THEY
BE | NDI VI DUAL OR | NSTI TUTI ONAL, TO CONFORM W TH GUI DELI NES THAT ENSURE
RELATED ACTI VI TI ES ARE NOT OFFENSI VE AND DAMAGI NG, TO I NSURE ADEQUATE
SAFEGUARDS FOR PROTECTI ON OF HUVAN SUBJECTS | N ALL STUDI ES; TO ENSURE
THAT PROCEDURES FOR OBTAI NI NG | NFORVED CONSENT | NCLUDE BI CULTURAL AND

Bl LI NGUAL COVMMUNI CATI ON W THOUT COERCI ON, | MPLI ED THREATS OR SUBTER-
FUCGE, AND TO ENSURE THAT THERE | S FULL DI SCLOSURE TO THE | NDI VI DUAL AND
THE COWUNI TY OF RESEARCH OBJECTI VES AND | MPLI CATI ONS TO THEM

THE ELEMENT OF FULL DI SCLOSURE CARRI ES WTH I T THE NEED FOR FULL AND

VEANI NGFUL COVMUNI CATI ON. [ T 1S NOT ENOUGH TO HAVE FORMS PRI NTED I'N

THE SPANI SH LANGUAGE OR TO PROVI DE | NTERPRETERS WHO W LL TRANSLATE ENCGLI SH
VERSI ONS OF REGULATI ONS | NTO SPANI SH. COVMUNI CATI ON MEANS PARTI CI PATI ON

BY THE PROFESSI ONAL TO THE FULL EXTENT THAT SUCH COVMUNI CATI ON | S REQUI RED
BY THE HUVAN SUBJECT OF RESEARCH.



W THOUT SUCH SAFEGUARDS | T |'S NOT UNEXPECTED THAT ACCUSATI ONS ABOUT
CALLQUS TREATMENT, | NSENSI TI VITY AND QUTRI GHT ABUSE ARE MADE W TH

APPARENT JUSTI FI CATI ON I N ANY CASES.

| T 1S REPORTED THAT THOUSANDS OF WOMEN, MOST OF THEM FROM LOW | NCOME,

M NCRI TY GROUPS HAVE BEEN VI CTI M ZED BY UNREGULATED " VOLUNTARY"

STERI LI ZATI ON PROGRAMS | N SOME OF THE NATI ON' S MOST PRESTI G QUS HOSPI TALS.
SUCH ABUSES, ACCORDI NG TO A LOS ANGELES PHYSI Cl AN- RESEARCHER, HI STORI CALLY
HAVE FOUND FERTI LE CLI MATES | N THE NATI ON'S G ANT, CORE-ClI TY TEACH NG
COVPLEXES WHERE MEDI CI NE | S Hl G+ VOLUME, ALMOST | MPERSONAL, AND PRACTI CED
ON PATI ENTS WHO ARE GENERALLY POOR, FRI GHTENED AND UNEDUCATED.

I T 1S WTH NTH S ENVI RONVENT THAT THE POSSI Bl LI TY EXI STS FOR WOMEN,

VWH LE I N THE THRCES OF CHI LDBI RTH, TO BE CAJOLED, PRESSURED AND SOME-

TI MES CCERCED | NTO CONSENTI NG TO SURG CAL STERI LI ZATION. IT 1S ALSO

N TH S ENVI RONMVENT THAT WOMVEN CAN BE SUBJECTED TO EXPERI MENTATI ON W TH
NEW METHODS OF CONTRACEPTI ON, THE USE OF ORAL CONTRACEPTI VES AND RELATED
RESEARCH W THOUT THEI R FULL KNOALEDGE OR CONSENT.

ANOTHER DHEW ACTI VI TY CURRENTLY THE SUBJECT OF COVWUNI TY SCRUTINY | S
THE PSYCHOLOG CAL SCREENI NG PROGRAM | T CONTI NUES TO BE PROMOTED BY
FEDERAL OFFI Cl ALS DESPI TE SKEPTI CI SM AMONG PSYCHOLOG STS, PSYCHI ATRI STS,
ClVIL R GHTS ADVOCATES AND M NORI TY GRCUP MEMBERS.

SPANI SH SPEAKI NG AMERI CANS ARE CONCERNED BECAUSE OF EARLI ER EXPERI ENCES
WTH SI'M LAR PSYCHOLOG CAL EVALUATI ONS WHI CH RESULTED | N THEI R CHI LDREN
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BEI NG PLACED | N SPECI AL EDUCATI ON CLASSES AND LABELED AS MENTALLY
DEFI CI ENT, RETARDED, BRAI N DAMAGEDOR LEARNI NG DI SABLED.  CHI CANCS
STILL BELI EVE THAT | NAPPROPRI ATE TESTS, STANDARDI ZED ON WHI TE AND
M DDLE CLASS CHI LDREN WERE USED TO REMOVE LI M TED OR NON- ENGLI SH
SPEAKI NG CHI LDREN FROM THE REGULAR SCHOOL CLASSES.

THE FEAR TODAY | S THAT THE SCREENI NG W LL BE DONE QUI CKLY AND BADLY

BY POORLY TRAI NED OR CULTURALLY AND ETHNI CALLY PREJUDI CED TESTERS.

MOREOVER, THE SCREEN NG MAY BE DONE BY NON- SPANI SH SPEAKI NG TESTERS

WHO W LL BE UNABLE TO CLEARLY TRANSLATE THE WRI TTEN WORDS AND EXPRESS-

| ONS TO THE CHI LD BEI NG | NTERVI EMED.  SOVE OF THE DEVELOPMENTAL

SCREENI NG FORMS ARE COVPLI CATED W TH LI TERAL TRANSLATI ONS LEAVI NG MUCH
TOBEDESIRED (EXHIBIT A). AS ARESULT, | NESTI MABLE DAMAGE MAY BE | NFLI CT-
ED ON CHI LDREN WHOSE MAJOR " ABNORVALI TY" |'S THEI RCULTURAL AND ETHNI C

HERI TAGE.

ATTEMPTS TO CORRECT HUM LI ATI NG EXPERI ENCES AND | NJUSTI CES THAT EXI ST

| N THE CONDUCT OF EXPERI MENTATI ON W TH HUMAN SUBJECTS AS | T RELATES TO
THE SPANI SH- SPEAKI NG POPULATI ON HAVE MET W TH LI M TED SUCCESS. AN
EXAM NATI ON OF THE RECENT HI STORY OF ACCUSATI ONS AND | NVESTI GATI ONS

| NDI CATES THAT PUBLI C HEALTH AGENCI ES AND TEACHI NG HOSPI TALS HAVE BEEN
THE PRI MARY FOCUS OF ACTIVITY. I N SOVE COVMUNI TI ES PROFESSI ONAL STAFFS
AND SPANI SH- SPEAKI NG COVMUNI TY LEADERS HAVE OPENLY DI SCUSSED THE SHORT-
COM NGS OF SUCH ACTI VI TI ES AND | N SOVE CASES SI GNI FI CANT | MPROVEMENTS
HAVE RESULTED.  THE GENERAL RULE, HOWEVER, CONTI NUES TO BE THAT NO
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DENVYER DEVELOPMENTAL SCREENING TEST

EXHIBIT A

]
F4
4
o
z
o
2
I
v
“
(0]
=
Zz
i
u
I3
a

=STOMACH
SITTING

sTO
SIT

30 TS ]
Tewt Nem

i3

Y (il B (o —

Finrraiy He. © w—

- b ol e

SHviL

TR PRSI R OS] WP BT P WSSy 3 e gend

JAILIYAV-EOLOW NI I9vNan Y1 4OLOW S5O4S

T¥IZOS TYNCIE3d

I

SHINO™
¥ My ¥ huld ’ e £ We P OLE EE AL O BL WML 41 W S ori . 4] " i ] [ ] 3 v [ v r z |
1 L T T T Ll T T L L L] L L T L T T Ly L T T L} LI L T L T L} L L T Al L) La T ©
sy Ak £i0i% an TATYM
DML O) 317D WAD 51104
Ll ] FauvmaIve TaTYM
[ haviit
o TP 0301 M arrmadve 1242m STvou VA EXTYM oWV O1 I8E §Ind L L]
(o]
LEO&NS vy
_.M CRL/AWM BOL OF WM 1YW Sdvnd $HADE ¥ 40015 HO TeBgIOH T0N YIS 4N 150 OIS
uk TP/ i OHODTT | ABO TG
__m Q0T SAIIYY 1004 | MO 32V TrY THAM IO SoNVLE INORuIM Ut aval or
1004 1 ND $a0M CHYHEIAD 1YY SAOWLL FEUNENG MO DHIOIOH SITM bt o P 40 BV O13
L/ som00ms o1 avm
1004 | HO 2IHYTYE OVAEO] VIvD EHn ARVINIWOW Srevid SOT) NO LHOIM TWOE IVH saroie”
V] L A E I A 2 2 2 2 . 2 . 2 2
T T ¥ L) T L L \" Ll L) L L] Li L} T LA L] L] L L] “. L Ll L] L L] " " " 4 ¥ " " “ u “
L £/40 MOUrOswo) v 15V
wis T 151 faap
& 1 9/E0e0m §Baia I $IN
e
vl i - £ E/SHONDIma EMOTIO8 AR WIS S
m FHOOTVHY BINOWO STnos
o] " EL TR PR E
¥ C/SR0 WD FIImeD0 0
m 18vd a001 Lrenee ._.w.-uu.n VY
3 Yava
P O/ SHON R Od I RN DHIEY
SOH BIRINDD 10M
P20A OF SHENL
M NI LS Y.
€t aeonnd ‘omnt e R § Framad SIvO0A
heeneild WIS IOM e o1
TN INAOD YO0 WHVW NYHL BRI $080M € ‘vivvw 50 vova SONOaT 1T
g i 4 2 Il L Il A A I — e 2 L 'l ' L L Il "l e s 2 " 3 a8 a2 e 1
e ¥ \au et % + b
£ 0 € BISHOWID THIOW WOl MmIvE Savma OHYM D1 NI
i ) STOMO N B TN LaCve
2 Siive 1HOWS: 108 WOB HISTYY Swng Lt
= HYW £ ¥
= aMited YD BN TN sanvM
] o T
e MTIYE 40 SHIVLLY MISive o
% Have TR NN SivIEm AAVID WM iy sarvy SO
Q S0 8 40 WIMOL v
Q SN 200 ¢ FONVY IO N 154 SMOTOH
z . 200w SIND ¢ SO IMOL bbb 2L bl
pi RITHOWA | | S YIS SHviTR SIMIIA DN
z S & HISIYE WAD
T 11 5302 o THan3 5100 €D EIMOL FEELTT SONYIIR
AW
HEYA B0 Viiiva ol
4 TR4OI LENOMYIHOS STmeE 52001 1§ VD MOV
' e i ' i i L L L L 1 'l L 2 L L | L il Il ' i L L 1 L & i I 1 Il
o y o + -+ + 4 = i % $ § b } i
HOSIAN IS INFTEYD $3ACW HIVIR O ey med o oh) 8
ADDHIIM STEiva IND ADL BOJ SNROM
=3 avi “Be gpwws YD WORT Saen OOFY NI SAYM
« INIIVEIINE SAY M P
V]
(0] ATEYS BIDW WO § 3 VIV T4 ADL SISTEEN
v
i HOTARLHTS 1111M STV Ay {um 100
m s OO M Sd 1M SINVAL 31V 0w SRDoYe? dos sl
53 LRNOINVINGIE
A SONYH TREG T INEYA ENWVED WA YTV AV ETIL
W
o an sHoLIm TN DHRVRIS HOONE THA BOFVIVL Sivi et
ERIOHYELS 1vi
OHMICT MO SIng YEOMISNOH § 1Y Er WL A AT SOOI
L L s ' 2 s 4 L B il ' J— A Nl L i L §— A s & I 1 s s 4 2 A ! L s 'S L ' i
. L ¥ L1 ’ e K e YL KL RE W oBE & WL L1 MoBLoM L4} 1] 1] ol ] L] i L) L L e t L
vl SHINOW

8-21



SUFFI Cl ENTLY COMPELLI NG REGULATI ONS OR REQUI REMENTS EXI ST FOR | NSTI TUTI ONS
TO MODI FY THEI R PROGRAMS AND PROCEDURES | N ORDER TO PROVI DE BI LI NGUAL

AND CULTURALLY SENSI TI VE PROCEDURES TO SPECI AL POPULATI ONS, ESPECI ALLY

THE LOW | NCOME SPANI SH- SPEAKI NG THE PROVI SI ONS SET FORTH UNDER REVI SED
DHEWPOLI CI ES AND REGULATI ON ON PROTECTI ON OF HUVAN SUBJECTS HOLD THE
POTENTI AL OF HAVI NG A SI GNI FI CANT | MPACT ON THE | SSUE OF RELEVANT SAFE-
GUARDS, AND I N | SOLATED EXPERI ENCES SUCH A POTENTI AL | S BEI NG REALI ZED.
HOAEVER, THE FEDERAL GOVERNMENT HAS NOT MUSTERED THE WHEREW THAL TO

MONI TOR COVPLI ANCE | SSUES ON A COVPREHENSI VE BASI S.

I T 1S APPARENT THAT THE NEED EXI STS FOR REFORM THAT ADDRESSES THE SPECI AL
PROBLEMS OF Bl LI NGUAL- BI CULTURAL CI TI ZENS.  THUS I T | S PROPOSED THAT
POLI CI ES, GUI DELI NES AND REGULATI ONS BE AMENDED MANDATI NG THAT | NSTI TU-
TI ONS CONDUCT! NG RESEARCH | NVOLVI NG HUVAN SUBJECTS MJST PROVI DE FOR THE
CONDUCT OF SUCH RESEARCH I N THE WAY MOST APPROPRI ATE TO THE LANGUAGE AND
CULTURAL PATTERNS OF BI LI NGUAL- BI CULTURAL COWUNI TIES. | N THE CASE OF
THE SPANI SH SPEAKI NG, SPANI SH SURNAMED, THE RESEARCH MUST PROVI DE FOR
THE PROTECTI ON OF CULTURAL, SOCI AL, RELI G QUS AND PERSONAL VALUES AND
SHOULD BE CONDUCTED BY SPANI SH- SPEAKI NG,  SPANI SH- SURNAMED PHYSI CI AN-
RESEARCHERS WHEREVER A SI GNI FI CANTLY NUMBER OF SUCH | NDI VI DUALS RESI DE I N
THE COMMUNI TY.
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Human experinentation rmust be justified by the biomedical necessity and
scientific validity of the experinent. Priorities of human need nust govern
deci sions as to the necessity of the experiments undertaken and their nature.

These experinments nmust adhere to ethical, moral and nondiscrininatory

val ues.

Protection of human subjects nmust be paranount.

To this end we recommend that:

1

The policies, priorities and practices of health care
institutions should be monitored by (1) independent com
muni ty organi zations conposed of nonscientists and (2)

i ndependent patient onbudsmen with subpoena and ot her

| egal powers in order to insure the faithful observance
of the ethical, noral values and guidelines presently
exi sting or to be promul gat ed.

Augnenting these outside nonitoring devices should be the
fol | ow ng:

(a) Joint nonitoring by federal and other funding agencies
and recipient institutions of biomedical research
projects to insure conpliance with original research
designs prior to and after the grant has been made.

(b) Laws and/or regulations requiring public disclosure by

all researchers and health care institutions of proposed
and ongoi ng bi onedi cal research

(c) Federally funded |ocal groups who actively educate
patients in their own | anguage as to their rights with
regard to a variety of health care practices, e.g.
adm ttance, services due, experinentation

It must be recognized that a significant amount of family planning
(birth control) is an experinental procedure which has inplications
for future generations; and unknown risks to those currently
involved, and is also discrimnatory in that recruitment is pri-
marily anong the poor and that nmost prograns are targeted al npost
excl usivel y towards wonen.



It is therefore recommended that (1) these be equitable representation of
both sexes and all socioeconon ¢ background in all famly planning (birth
control) research. (2) And that ongoing eval uation of the risks of such

prograns and the inplications for future generations shoul d be undertaken.

It is a fact that nore information, case and concern is typically bestowed
upon those patients and subjects of the same race and social status as the
maj ority of medical professionals. This represents the highest standard
of medical care available. In order to insure that this standard of nedi -
cal care is available to all, it is therefore recommended that there be an
equi tabl e representation of non-mnorities and persons of upper-|evel

soci oeconomni ¢ backgrounds as subjects in all experinents, especially those
bi omedi cal research projects involving great risk to health.

I f human experinentation shoul d be addressed to priorities of human need,
it follows that the positive and beneficial results of such experinents
shoul d be imredi ately available to those who are the subjects of the re-
search, frequently the poor and minority groups, as well as others.

It should be a necessary prerequisite of human experinentation that it
will offer support to the inprovenent of health care delivery.

Inorder for this actually to occur, funding for human experimentation
shoul d be closely tied to adequate support of the health care delivery
system

The current cuts in Medicaid and Medicare and other health progranms pre-
sent a serious problemto health care delivery and tend to negate any
beneficial effects to the poor and mnority groups fromthe progress of
human experi nent ati ons.

It should therefore be a priority to restore our ability to deliver the
medi cal care that medical progress has already achi eved before additional
fundi ng for human experinmentations is granted.

The definitionof human experimentation should be expanded to include
protection of patients receiving their general medical care on "teaching
services," e.g., those services students and post graduate students are in-
volved in the delivery of medical care

The wel | publicized abuses of health care professionals and researchers in
violation of ethical and moral standards, with their attendant tragic con-
sequences for poor and minority persons (e.g., the |arge number of hyster-
ectom es performed on minority wormen) reveal s a serious |ack of ethica
consci ousness on the part of their medical personnel. It is therefore
recommended that all medical personnel be required to receive training in
ethics with special enphasis on the requirenents of informed consent and
case studies of abuses to minorities and womren and how to prevent them
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Where patients are treated in teaching hospitals every effort shoul d be
made to assure that said patients are fully informed of the training
status of the nedical students, that the patients have sone choice re-
gardi ng acceptance of treatnent fromstudents, that consistent and per-
sistent supervision be available, that all appropriate alternatives re-
garding prescribed treatnent be reviewed with the patient, and that no
adverse actions be taken, or treatnment denied to patients requesting con-
sultation or the services of a fully trained physician or health

pr of essi onal

6. The inforned consent statenent signed by subjects willing to participate
in human experinentation nmust include a proviso that, in the event the
subj ects experience physical or psychol ogical harmas a result of parti-
cipation in the experinent, appropriate conpensation, including nonetary
conpensation, will be received. The determination of physical and psycho-
I ogical harmw |l be made by parties independent of the given institution
or research site, with such a group containing professionals and |aynen
at least one third of whomnust be soci oeconomi c peers of the subject
claimng injury or harm

7. The science of nedicine, whether as practiced in highly sophisticated

Bi centennial Anerica or by curanderos in the renptest villages of Mexico,
enbodi es an intricate systemof know edge which the heal er possesses and
the patient does not. A know edgeable patient is able to take nore res-
ponsibility for his own health and to make intelligent decisions regard-
ing the care he receives. The poor minorities in this country have the
greatest health problenms and are | east equipped to cope with themor to
meke infornmed decisions whether those decisions involve seemngly sinple
medi cal choices or famly planning, or participation in a research project.

We therefore recommend that the Conmission assune | eadership in the establishnent
of public health education geared toward the enlightenment of minorities regard-
i ng human experinentation and its specific inplications for them includingtheir
specific rights.
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AMERICAN HOSPITAL ASSOCIATION

STATEMENT ON A PATIENT'S
BILL OF RIGHTS






(4) The patient has the right to refuse treatnent to
the extent permtted by lawand to be informed of the medica
consequences of his action.

(5) The patient has the right to every consideration
of his privacy concerning his own medical care program
Case di scussion, consultation, exam nation, and treatnment
are confidential and shoul d be conducted discreetly. Those
not directly involved in his care nust have the pernission
of the patient to be present.

(6) The patient has the right to expect that al
communi cations and records pertaining to his care shoul d be
treated as confidential.

(7) The patient has the right to expect that withinits
capacity a hospital must make reasonabl e response to the
request of a patient for services. The hospital nust ﬂrovide
eval uation, service, and/or referral as indicated by the
urgency of the case. Wen medically permssible, apatient
may be transferred to another facility only after he has
recei ved conpl ete information and expl anation concerning the
needs for and alternatives to such a transfer. The insti-
tution to which the patient is to be transferred nust first
have accepted the patient for transfer

(8) The patient has the right to obtain information as
to any relationship of his hospital to other health care and
educational institutions insofar as his care is concerned.

The patient has the right to obtaininformation as to the
exi stence of any professional relationships anmong individuals,
by name, who are treating him

(9) The patient has the right to be advised if the
hospi tal proposes to engage in or performhuman experinent a-
tionaffecting his care or treatment.  The patient has the
right to refuse to participate in such research projects.

(10) The patient has the right to expect reasonable
continuity of care. He has the right to know in advance what
aﬁpointnent times and physicians are avail abl e and where.

The patient has the right to expect that the hospital will
provi de a nechani smwhereby he 1s infornmed by his physician
or a delegate of the physician of the patient's continuing
heal th care requirenments follow ng di scharge.
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(11) The patient has the right to examne and receive
an expl anation of his bill regardl ess of source of paynent.

(12) The patient has the right to knowwhat hospital
rules and regul ations apply to his conduct as a patient.

No catal og of rights can guarantee for the patient the kind
of treanent he has aright to expect. A hospital has many
functions toperform including the prevention and treat nment
of di sease, the education of both heal th professional s and
patients, and the conduct of clinical research. Al these
activities nust be conducted with an overriding concern for
the patient, and, above all, the recognitionof his dignity
as a human being.  Success in achieving this recognition
assures success in the defense of the rights of the patient.

* from Background Papers; National Synposi umon Patients'
Rights in Health Care, May 17 and 18, 1976, DHEW
Publ i ¢ Heal th Servi ces Adnini stration, Washi ngton, D.C
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HEALTH SERVICES ADMINISTRATION

ADMINISTRATIVE GUIDELINES
FOR FEDERALLY FUNDED
AMBULATORY CARE CENTERS

PATIENT'S BILL OF RICHTS






HEALTH SERVI CES ADM NI STRATI ON

Admi ni strative Cuidelines
for Federally Funded
Anmbul atory Care Centers

Patient's Bill of Rights*

The center has in effect awitten patient bill of rights
and responsibilities which is available to patients and
whi ch includes the follow ng points:

Is fully inforned of all patient rights, rules and
regul ations governing patient conduct and respon-
sibilities

Is fully inforned of the services available at the
center

Is fully inforned of related charges, including any
charges not covered by third- partypayors

Is fully informed of his or her nedical condition
unl ess medically contra-indicated and is afforded
the opportunity to participate in the planning of
medi cal treatnent and to refuse to participate in
experinental research

May voi ce grievances and reconmmend changes in
policies and services to center staff and the
governi ng board

I's assured confidential treatnent of records and
di scl osures, and is afforded the opportunity to

approve or refuse their release to any individua
except as required by law or third- partypaynment
contract

Is treatedwith consideration, respect, and ful
recognition of dignity and individuality, including
privacy in treatment and in care for personal needs

I's responsible for keepi ng appoi ntments and noti fying
the center in advance when unable to keep appoi ntments
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I's responsible for giving truthful information

Is to abide by the rules and regul ati ons governing
patient conduct and responsibilities

* from Background Papers: National Symposium on Patients'

Rights in Health Care, May 17 and 18, 1976, DHEW,
Public Health Services Administration, Washington, D.C.
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PATIENT'S BILL OF RIGHTS

PHOENIX AREA

INDIAN HEALTH SERVICE

January 1974






PHOENIX AREA INDIAN HEALTH SERVICE
CHAPTER |
INDIANS December 14,1973

MANUAL INSTRUCTION 2-1.2

Distribution: All Service Units, Area Office and Branch Chiefs, Area Board
Subject: Patient's Bill of Rights for Phoenix Area IHS
Purpose: To establish the following as the official policy of the Phoenix Area.

1. The Indian patient has the right to considerate and respectful care in-
cluding a sensitivity, on the part of the provider, to Indian culture and
heritage. (Religious beliefs, folkways, mores, etc.)

2. The patient, or an appropriate member of his family in the case of
minors, non-English speaking patients, or patients whose condition in such
that they could not understand, has the right, when it is in his best interest
medically, to get all information concerning his health care from his
physician.  When it is considered not to be in his best interest to have the
information, the patient has the right for the information to be given to
another appropriate person (family member, guardian, other physician, etc.)
acting in his behalf. He also has the right to know who the physician is that
is responsible for his care.

3. The patient has the following rights concerning informed consent.
(Approval to do certain special procedures or treatments.)

a. His physician must give him all the information needed for him to
make a decision whether or not to agree to the procedure or treatment.

b. The information provided should include at least an explanation
and understanding at the procedures and/or treatments involved, the
risks the patient may be taking and how long the patient may have to
be incapacitated (out of work or restricted from normal activities)
due to the procedures or treatments.

c. The patient has the right to know what other choices, if any, he
may have other than the procedures or treatments indicated.

d. The patient has the right to know the name and qualifications of
the person(s) who will be responsible for his procedures or treatment.

e. In emergency situations (life threatening or possibility of perman-
ent loss of limbs, eyesight, or other critical functions) the physician
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may not be able to provide extensive information to the patient

because of lack of time. In such instances the physician would
not be responsible for providing extensive information because

giving such information may be taking precious time and, there-
fore, could be more dangerous for the patient.

4. The patient has the right to refuse treatment to the extent permitted
by law --but if he does, he must be informed of the risks he is taking by
doing so. Example at this might be patient requesting early (premature)
discharge from the hospital, or an early transfer to another hospital or
Nursing Home, etc.

5. The patient has the right to privacy and dignity concerning his own
illness and medical management of that illness. Case discussion, ex-
amination, and treatment shall be conducted in confidence. Medical
students and para-professional trainees will always be introduced to the
patient.  The patient has the right to refuse permission for their presence
if they arc not directly involved in his care.

6. The patient has the right to expect that all the records and other in-
formation about his care be kept confidential.

7.  The patient has the right for the following services when he requests
care:

a. Services will be provided to the patient to the extent the facility
and its resources can provide the services.

b. If the facility has such resources, it will provide:

(1) Evaluation (diagnosis and general health condition of the
patient).

(2) Service - treatment or procedures to prevent, control,
or cure illness.

(3) Referral - providing additional physicians or other appro-
priate individuals to provide care which may be required and
is not available from the physician seeing the patient at the time.
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C. The patient has the right to expect that his referring physician,
or other appropriate person(s) designated, will securc up-to-date
reports of his care and progress while he is receiving care in a
referral or contract hospital.

d.  When transferring a patient to another facility where he can
receive care not available at the local facility:

(1) The transfer must be medically indicated.
(2) The patient must give his permission to be transferred.

(3) The patient has the right to know the alternatives to such a
transfer before he gives his permission.

(4) The facility to which the patient is to be transferred must
accept the patient before he is transferred.

8.  The patient has the right to know how and to what extent his local
health facility is related to other non-local health facilities (private,
state, county, other Federal or University hospitals).

9. There are many conditions and illnesses that have no known generally
accepted cures or treatments or which occur more frequently among
certain population groups or in certain areas or the country. There is,
however, a continual effort to find such cures or to discover why these
conditions occur as they do. The way cures are discovered is through
research. Some patients develop these difficult or generally uncureable
diseases. When it is generally considered by the best medical authorities
to be untreatable by normal accepted methods, then the following choices
are available to the patient and his phyisician:

a. Make the patient as comfortable as possible and let the disease
run its course.

b. Suggest to the patient that he might consider treatments by new
and experimental (unproven) methods.

The patient has the right to know if the hospital or any institution plans
to use unproven methods of treatment that will affect his care or
treatment.  The patient has the right to refuse to take part in any of
these research projects.
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10. The patient has the right to expect reasonable continuity of care
such as:

a. To know ahead of time what appointment times are available
to him.

b. To know what physicians are available to him.
e. To know where the services can be obtained.

d. That an appropriate person from his health facility will keep
him informed as to other things he needs to have done after he is
discharged from the hospital.

11. The patient has the right to know what hospital rules and regulations
apply to his conduct.

12. The patient has the right to take complaints on health services to either
the Service Unit Director or Chairman of local Indian Health Board or their
designated patient advocate. The Service Unit Director shall be held
accountable to hear and begin investigation on patient complaints within

48 hours. The patient should receive a reply in writing on the status of

his complaint within five (5) working days following his complaint. A
patient, Chairman of local Board and/or Service Unit Director may report
unresolved problems to Chairman of Area Health Board and/or Area
Director who must take immediate action to investigate and resolve

patient's  problems.

In the event the Service Unit Director and/or Chairman of local health Board
feels that a patient's allegations relate to severely substandard medical
practice, he will request the Area Director to arrange for an investigation
by an independent authority who will report his findings to Area Director and
Chairman Area Health Board.

Review — Annually the Area Office and Area Indian Health Board shall re-
view this issuance for purpose of updating and/or amending.

S S oo,

Charles S. McCammon, M. D.
Directer, Phoenix Area Indian
Health Service
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PATIENT’S BILL OF RIGHTS






CONDI TI ONS OF PARTI CI PATI ON
VEDI CARE/ MEDI CAI D
Skilled Nursing Facility
Patient's Bill of R ghts*

The governing body of the facility establishes witten
policies regarding the rights and responsibilities of
patients and, through the administrator, is reasonsible
for devel opment of, and adherence to, procedures im

pl enenting such policies. These policies and procedures
are nade available to patients, to any guardi ans, next
of kin, sponsoring agency(ies), or representative payees
sel ected pursuant to section 205(j) of the Social Security
Act, and Subpart Qof Part 404 of this chapter, and to
the public. The staff of the facility is trained and
involved in the inplenentation of these policies and
procedur es.

These patients' rights policies and procedures ensure that,
at |east each patient admtted to the facility:

(1) Is fully informed, as evidenced by the patient's
written acknow edgnent, prior to or at the tine of adm ssion
and during stay, of these rights and of all rules and
regul ati ons governing patient conduct and responsibilities;

(2) Is fully informed, prior to or at the tine of
adm ssion and during stay, of services available in the
facility, and of related charges including any charges
for services not covered under titles XVIIl or X X of the
Social Security Act, or not covered by the facility's
basic per diemrate;

(3) Is fully informed, by a physician, of his medica
condi tion unless nmedically contraindicated (as docurented,
by a physician, in his nedical record), and is afforded
the opportunity to participate in the planning of his
medi cal treatnent and to refuse to participate in
experinmental research

(4) Is transferred or discharged only for nedica

reasons, or for his welfare or that of other patients, or
for non- paynent for his stay (except as prohibited by
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titles XVII1 or XIX of the Social Security Act), and
is given seasonabl e advance notice to ensure orderly
transfer or discharge, and such actions are docunented
inhis medical record

(5) Is encouraged and assisted, throughout his
period of stay, to exercise his rights as a patient and as
acitizen, and to this end may voice grievances and
recomend changes in policies and services to facility
staff and/or to outside representatives of his choice,
free fromrestraint, interference, coercion, discrimnation,
or reprisal

(6) May nanage his personal financial affairs or be
given, at least quarterly, an accounting of financia
transactions made on his behalf should the facility
accept his witten delegation of this responsibility for
any period of tinme, in conformance with State |aw

(7) Is free fromnental and physical abuse, and free
from chemcal and (except in energencies) physica
restraints except as authorized in witing by a physician
for a specified and limted period of time, or when
necessary to protect the patient frominjury to hinself
or to others

(8) Is assured confidential treatnent of his personal
and nedical records, and nay approve or refuse their
rel ease to any individual outside the facility, except,
in case of his transfer to another health care institution,
or as required by law or third- party paynent contract;

(9) Is treated with consideration, respect, and
full recognition of his dignity and individuality,
including privacy in treatment and in care for his
personal needs;

(10) Is not required to performservices for the
facility that are not included for therapeutic purposes
in his plan of care;

(11) May associate and communicate privately with
persons of his choice, and send and receive his persona
mai | unopened, unless nedically contraindicated (as
docunented by his physiican in his medical record);
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(12) May neet with, and participate in activities
of, social, religious, and community groups at his
di scretion, unless nedically contraindicated (as
docunented by his physician in his medical record);

(13) May retain and use his personal clothing and
possessi ons as space pernmits, unless to do so would
infringe upon rights of other patients, and unless
medi cal |y contraindicated (as documented by his
physician in his nedical record); and

(14) 1f married, is assured privacy for visits by
hi s/ her spouse; if both are in-patients in the facility,
they are permtted to share a room unless medically
contraindicated (as docunented by the attending physician
in the nedical record).

Al rights and responsibilities specified in paragraphs
(k) (1) through (4) of this section as they pertain to

(a) a patient adjudicated inconpetent in accordance with
State law, (b) a patient who is found, by his physician
to be medically incapable of understanding these rights,
or (c) a patient who exhibits a comunication barrier- -
devol ve to such patient's guardian, next of kin, sponsoring
agency(ies), or representative payee (except when the
facility itself is representative payee) selected pursuant:
to section 205(j) of the Social Security Act and Subpart
Qof Part 404 of this chapter

* from: Background Papers: National Symposium on Patients'
Rights in Health Care, May 17 and 18, 1976, DHEW,

Public Health Services Administration, Washington, D.C.
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AVER CAN HOSPI TAL ASSOCI ATI ON
Statment on a Patient's
Bill of Rights *

The Anerican Hospital Association presents a Patient's Bil
of Rights with the expectation that observance of these
rights will contribute to nore effective patient care and
greater satisfaction for the patient, his physician, and
the hospital organization. Further, the Association
presents these rights in the expectation that they wll

be supported by the hospital on behalf of its patients, as
an integral part of the healing process. It is recognized
that a personal relationship between the physician and the
patient is essential for the provision of proper nedical
care. The traditional physician-patient relationship takes
on a new di nension when care is rendered within an organi -
zational structure. Legal precedent has established that
the institutionitself also has a responsibility to the
patient. It is inrecognitionof these factors that these
rights are affirnmed.

(1) The patient has the right to considerate and
respectful care.

(2) The patient has the right to obtain fromhis
physi ci an conplete current infornmation concerning his
diagnosis, treatment, and prognosis in terns the patient can
be reasonably expected to understand. Wen it is not medically
advi sabl e to give such information to the patient, theinfor-
mation shoul d be made available to an appropriate person in
his behalf. He has the right to know, by name, the physician
responsi bl e for coordinating his care.

(3) The patient has the right to receive fromhis
physi cian information necessary to give inforned consent
prior to the start of an¥ procedure and/or treatment. Except
I nenergencies, such intormation for informed consent shoul d
I ncl ude but not necessarily be limted to the specific proce-
dure and/or treatment, the nedically significant risks
i nvol ved, and the probable duration of incapacitation. Were
medically significant alternatives for care or treanent
exist, or when the patient requests information concerning
medi cal alternatives, the patient has the right to such
information. The patient also has the right to know the
name of the person responsible for the procedures and/ or
treatnent.
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June 11, 1976






Federal Register

June 11, 1978

Subpart C—Grants for Operating
Comrnunlty Health Centers

§51c.301

The regulations of this subpart, in ad-
dition to the regulations of Subpart A,
are applicable to grants awarded pur-
suant to section 330(d)(A) of the Act
for the costs or operation of community
health centers which serve medically un-
derserved populations.

§51¢.302 Application.

To be approved by the Secretary under
this subpart, an application for a grant
must in addition to meeting the require-
ments of § 51¢.104 of Subpart A.

(a) Be submitted by an entity which
the Secretary determines is a community
health center, and

(b) Contain Information sufficient to
enable the Secretary to determine that
the center will meet the requirements of
§51c.103.

§51¢.303

A community health center supported
under this subpart must:

(a) Provide the health services of the
center so that such service are available
and accessible promptly, as appropriate,
and in a manner which will assure con-
tinuity of service to the residents of the
center's catchment area.

(b) Implement a system for maintain-
ing the confidentiality of patient records
in accordance with the requirements of
§ 51c¢.110 of Subpart A.

(c) Have an ongoing quality assurance
program which provides for the fol-
lowing:

(1) Organizational arrangements, in-
cluding a focus of responsibility, to sup-
port the quality assurance program and
the provision of high quality patient
care:

(2) Periodic assessment of the appro-
priateness of the utilization of services
and the quality of services provided or
proposed to be provided to individuals
served by the center. Such assessments
shall:

(i) Be conducted by physicians or by
other licensed health professionals under
the supervision of physicians:

(ii) Be based on the systematic col-
lection and evaluation of patient records;
and

(iii) Identify and document the neces-
sity for change in the provision of serv-
ices by the center and result in the in-
stitution of such change, where indi-
cated.

Applicability.

Project elements.

RULES AND REGULATIONS

(d) Develop management and control
systems which are in accordance with
sound financial management procedures,
including the provision for all audit on
an annual basis (unless waived for cause
by the Secretary) by an independent cer—
tified public accountant to determine, at
a minimum, the fiscal integrity of grant
financial transactions and reports, and
compliance with the regulations of this
part and the terms and conditions of
the grant.

() Where the cost of rate and serv—
ices furnished by or through the project
is to be reimbursed under Title XIX or
Title XX of the Social Security Act, ob-
tain or make every reasonable effort to
obtain a written agreement with the
Title XIX or Title XX State agency for
suchreimbursement.

(f) Have prepared a schedule of fees
or payments for the provision of its
services designed to cover its reasonable
costs of operation and a corresponding
schedule of discounts adjusted on the
basis of the patient's ability to pay. Pro-
vided, That such schedule of discounts
shall provide for a full discount to indi-
viduals and families with annual in-
comes at or below those set forth in the
most recent CSA Poverty Income Guide-
lines (45 CFR 1060.2) and for no dis-
count to individuals and families with
annual incomes greater than twice those
set forth in such Guidelines.

Make every reasonable effort, in-
cluding the establishment of systems for

eligibility ~determination, billing, and
collection, to:
(1) Collect reimbursement for its

costs in providing health services to per-
sons who are entitled to insurance bene-
fits under Title XVIII of the Social
Security Act, to medical assistance un-
der a State plan approved under Title
XIX of such Act, to social services and
family planning under Title XX of such
Act, or to assistance for medical expenses
under any other public assistance pro-
gram, grant program, or private health
insurance or benefit program on the basis
of the schedule of fees prepared pursuant
to paragraph (f) or this section without
application of any discounts, and

(2) Secure from patients payments
for services in accordance with the
schedule of fees and discounts required
by paragraph (f) of this section.

(h) Have a governing board which
meets the requirements of § 51c.304.

(i) Have developed an overall plan
and budget for the center that:

(1) Provides for an annual operating
budget and a three-year financial man-
agement plan which include all antici-
pated income and expenses related to
items which would, under generally ac-
cepted accounting principles, be con-
sidered income and expense items;

(2) Provides for a capital expendi-
tures plan for at least a three-year pe-
riod (including the year to which the
operating budget described in paragraph
() (1) of this section is applicable)
which includes and identifies in detail
the anticipated sources of financing for,
and the objective of, each anticipated
expenditure in excess of $100,000 related
to the acquisition of land, the improve-
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ment of land, buildings, and equipment
and the replacement, modernization and
expansion of buildings and equipment
which would, under generally accepted
accounting principles be considered cap-
ital items:

(3) Provides for plan review and up-
dating at least annually; and

(4) Is prepared under the direction
of the governing board, by a committee
consisting or representatives of the gov—
erning board, and administrative staff,
and the medical staff, if any, of the

center.
(j) Establish basic statistical data, cost
accounting, management information,

and reporting or monitoring systems
which shall enable the center to pro-
vide such statistics and other informa-
tion as the Secretary may reasonably
require relating to the center's costs of
operation, patterns of utilization of
services, and the availablllty, accessi-
bility, and acceptability of its services
and to make such reports to the Secre-
tary in a timely manner with such fre-
quency as the Secretary may reasonably
require.

(k) Review its catchment area annu-
ally to insure that the criteria set out in
§ 51¢.104(b)(2) of Subpart A are met
and, where such criteria are not met, re-
vise its catchment area, with the ap-
proval of the Secretary, to conform to
such criteria to the extent feasible.

() In the case of a center which
serves a population including a sub-
stantial proportion of individuals of lim-
ited English-speaking ability, have de-
veloped a plan and made arrangements
responsive to the needs of such popu-
lations for providing services to the ex-
tent practicable in the language and
cultural context most appropriate to such
individuals, and have identified an in-
dividual on its staff who is fluent in both
that language and in English and whose
responsibilities include providing guid-
ance to such individuals and to appro-
priate staff members with respect to
cultural sensitivities and bridging lin-
guistic and cultural differences. If more
than one non-English language is
spoken by such group or groups, an
individual or individuals fluent in those
languages and English shall be so
identified.

(m) Be operated in a manner calcu-
lated to preserve human dignity and to
maximize acceptability and effective uti-
lization of services.

(n) To the extent possible, coordi-
nate and integrate project activities with
the activities of other Federally funded,
as well as State and local, health services
delivery projects and programs serving
the same population.

(o) Establish means for evaluating
progress toward the achievement of the
specific objectives of the project.

(p) Provide sufficient staff, qualified
by training and experience, to carry out
the activities of the center.

() Assure that facilities utilized in
the performance of the project meet ap-
plicable fire and life safety codes.

(r) Utilize, to the maximum extent
feasible, other Federal, State, and local,



and private resources available for sup-
port or the project, prior to use of proj-
ect funds under this part.

(s) Provide for community participa-
tion through, for example, contribu-
tions of cash or services, loans of full-
or part-time staff, equipment, space, ma-
terials, or facilities.

(t) Where the center will provide serv-
ices through contract or other coopera-
tive arrangements with other providers
of services. establish rates and methods
of payment for health care. Such pay-
ments must be made pursuant to agree-
ments, with a schedule of rates and pay-
ment procedures maintained by the proj-
ect. The project must be prepared to
substantiate that such rates are reason-
able and necessary.

(u) Operate in a manner such that no
person shall be denied service by reason
of his inability to pay therefor. Pro-
vided, however, That a charge for the
provision of services will be made to the
extent that a third party (including a
Government agency) is authorized or is
under legal obligation to pay such
charges.

(v) In addition to the above, projects
which are supported with grant funds
for the operation of a prepaid health
care plan also must provide:

(1) A marketing and enrollment plan,
including market analysis, marketing
strategy, and enrollment growth projec-
tions.

(2) A plan that provides for finding
on a capitation basis of such portion of
the residents of the catchment area of
the center, as the Secretary shall deter-
mine.

(3) An assurance that services shall be
available to all residents of the catch-
ment area without regard to method of
payment, or health status.

§ 51¢c.304 Governing board.

A governing board for the center shall
be established by an applicant as follows:

(a) Size. The board shall consist of at
least 9 but not more than 25 members.

(b) Composition. (1) A majority of the
board members shall be individuals who
are or will be served by the center and
who, as a group, represent the individuals
being or to be served in terms of demo-
graphic factors, such as race, ethnicity,
Sex.

(2) No more than one-half of the re-
maining members of the board may be
individuals who derive more than 10
percent of their annual income from the
health care industry.

(3) The remaining members of the
board shall be representative of the com-
munity in which the center's catchment
area is located and shall be selected for
their expertise in community affairs.
local government, finance and banking,
legal affairs, trade unions, and other
commercial and industrial concerns, or
social service agencies within the com-
munity.

(4) No member of the board shall be
an employee of the center, or spouse or
child, parent, brother or sister by blood
or marriage of such an employee. The

RULES AND REGULATIONS

project director may be a non-voting, ex-
officio member of the board.

(c) Selection of members. The method
of selection of all governing board mem-
bers shall be prescribed in the by-lawsor
other internal governing rules of the
center. Such by-lawsor other rules must
specify a process of selection of individu-
als on the governing board who represent
the population served or to be served by
the center so that such individuals, as a
group, are representative of such popula—
tion. Such process of selection in the by-
laws or other rules is subject to approval
by the Secretary.

(d) Functions and responsibilities. (1)
The governing board for the center shall
have authority for the establishment of
policy in the conduct of the center.

(2) The governing board shall hold
regularly scheduled meetings, at least
once each month, for which minutes
shall be kept.

(3) The governing board shall have
specific responsibility for:

(i) Approval for the selection and dis-
missal of a project director as chief ex-
ecutive officer of the center;

(ii) Establishing personnel policies and
procedures, including selection and dis-
missal procedures, salary and benefit
scales, employee grievance procedures,
and equal opportunity practices;

(iii) Adopting policy for financial man-
agement practices, including a system to
assure accountability for center re-
sources, approval of the annual project
budget, center priorities, eligibility for
services including criteria for partial
payment schedules, and long-range fi-
nancial planning;

(iv) Evaluating center activities in-
cluding services utilization patterns, pro-
ductivity of the center, patient satisfac-
tion, achievement of project objectives,
and development of a process for hear-
ing and resolving patient grievances;

(v) Assuring that the center is oper-
ated in compliance with applicable Fed-
eral, State, and local laws and regula-
tions; and

(vi) Adopting health care policies in-
cluding scope and availability of services,
location and hours or services, and qual-
ity-of-care audit procedures.

§ 51¢.305 Grant evaluation and award.

Within the limits of funds determined
by the Secretary to be available for such
purpose, the Secretary may award grants
under this subpart to applicants therefor
which will, in his judgment, best promote
the purposesof section 330(d)(1)(A) of
the Act and the applicable regulations of
this part, taking into consideration:

(a) The extent to which the project
would provide for the elements set forth
in § 51¢.303;

(b) The relative need of the population
to be served for the services to be pro-
vided;

(c) The potential of the center for
the development of new and effective
methods for health services delivery and
management;

(d) The soundness or the fiscal plan
for assuring effective utilization of grant
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funds and maximizing non-grant rev-
enue:

(¢) The administrative and manage-
ment capability of the applicant;

(f) The extent to which grants ap-
proved under this part will provide for
an appropriate distribution of resources
throughout the country, taking into con-
sideration the following factors:

(1) The urban-rural area to be served;

(2) The nature of the organization ap-
plying;

(3) The organizational structure for
delivery of services;

g) The number of users of the center
and the level of utilization of services
in previous operational periods, if any;

(h) Whether the center's catchment
area is exclusive of the area served by
another center;

(i) The degree to which the applicant
intends to integrate services supported
by a grant under this subpart with health
services provided under other Federally
assisted health services or reimbursement
programs or projects;

() The extent to which community
resources will be utilized by the project;

(k) The extent to which the center
will provide preventive health services
so as to maintain and improve the health
status of the population served; and

(1) The extent to which center oper-
ations will emphasize direct health ser-
ices, efficiency of operations and sound fi-
nancial management.
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Chapter 11

The Citizen as Beneficiary
of Government Assistance

Two factors led the Privacy Protection Study Commission to study the
record-keeping practices of public assistance and social services' agencies.
First, the number of Americans who receive government assistance or
service in some form is enormous. Second, the process of administering the
welfare system: depends on the collection and use of personal information.
The collaboration between the Federal government and the various States in
developing the present welfare system has provided a complex set of
eligibility criteria and formulae for determining the level of benefits to which
an individual is entitled. Applying them demands a great deal of personal
information. No one could deny that the welfare system is “intrusive,” if one
test of intrusiveness is the volume, detail, and sensitivity of the information
collected about clientst of the system.

Perhaps because the intrusive nature of the system is so widely
acknowledged, Congress has, since the 1930's, recognized the need to
provide some protection from unfairness in the use of records about clients
of federally assisted welfare programs. Federal law regarding record keeping
does not, however, encompass all the basic issues of fairness identified by
the Commission. In addition, although the largest federaly assisted welfare

t “Public assistance and social services’ include, for the Commission’s purposes, cash or in-
kind benefits (including, for example, food coupons, medical services, day care, counseling,
acohol and drug abuse treatment, employment training and housing) subsidized by govern-
ment funding and provided to individuals or families on the basis of financia need. The term
does not include benetits provided under an insurance scheme, such as Old-Age, Survivors and
Disahility Benefits, Medicare, or Unemployment Insurance. This chapter, and the recommen-
dations contained herein, do not apply to any public assistance and social services program that
is federaly admnistered (such as Supplemental Security Income) and thus subject to the
privacy Act of 1974.

2 “Agencies’ include, for the Commission’s purposes, any public or private organization
administering, supervising the administration of, or delivering services to individuals or families
pursuant to, a public assistance or social services program. This definition would include, for
example, private service organizations providing services to clients under Title XX of the Social
Security Act. It does not include medical-care providers rendering medical assistance to
Medicaid and Title XX recipients, except insofar as these ingtitutions determine eligibility for
the Medicaid and Title XX programs. Recommendations affecting the record-keeping practices
of medical-care providers are found in Chapter 7.

3 “Welfare system” and “welfare,” as used in this chapter, refer to the entire complex of
public assistance and socia services programs.

4 The term “client” will be used throughout this chapter to refer to both applicants and
recipients of the programs under discussion.
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programs are required by Federal law to maintain some standards of
fairness, many are not required to take into account even minimal
considerations of fairness in their record keeping. Moreover, programs
funded only by a State or local government are often constrained by no laws
or standards for protecting the personal privacy interests of clients.

Two main considerations guided the Commission in its task of
analyzing current Federal policy with respect to the practices of agencies
providing public assistance and social services. The first consideration was
the principle that individuals compelled by necessity to seek assistance and
services from programs funded by government agencies should not have to
renounce al claim to persona privacy in exchange for the benefits they
seek. In the Commission’s view, welfare clients have as much right to respect
and dignity as other groups and should be as carefully protected from
unfairness stemming from record keeping as are consumers of insurance,
medical care, and credit.

Second was the need to maximize the strengths and minimize the
weaknesses of a welfare system which divides responsibilities—for funding
and for administrationr—among Federal, State, and loca government
agencies. Although its great spending power gives the Federal government a
powerful regulatory tool, when the Federal government lacks sufficient
knowledge of, or sensitivity to, local circumstances, some discretion should
appropriately be left to the States and localities.

While this report was in preparation, the Department of Health,
Education, and Welfare and other government agencies and private
organizations were exploring various welfare reform alternatives. Although
the shape reform will take is not yet clear, safeguards against unfairness to
individuals will aways be needed, and thus review of record-keeping
policies and practices is timely. The Commission hopes this report will help
policy makers both in modifying record-keeping practices under the present
welfare system and in formulating policies to protect the privacy rights of
clients under whatever system may emerge. In particular, in the event that
the administration of certain welfare programs is assumed by the Federa
government, this chapter may help concerned parties to determine whether
special protections should be provided for records about welfare clients that
supplement those provided in the Privacy Act of 1974.

METHOD OF STUDY AND ANALYSIS

There are dozens of federally assisted programs for providing help to
the needy, and unnumbered assistance and services programs funded by
State and local governments. Since in-depth study of all these programs was
impossible, the Commission confined its detailed examination to the record-
keeping policies applicable to agencies administering the four largest
federally assisted programs in terms of dollars and clients. These programs
are Aid to Families with Dependent Children, Medicaid, Title XX Socia
Services, and Food Stamps. In addition, the Commission examined the
Child Support Enforcement Program. This program seemed to merit the
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Commission’s attention because it has been particularly controversial, some
groups seeing it as entailing abrogation of absent parents privacy interests.

The Commission did not study in detail the public assistance and
social services programs administered directly by the Federal government
rather than by States and localities, and therefore makes no recommenda-
tions regarding them. The Privacy Act of 1974 already covers such
programs, including Supplemental Security Income (Sl) for the aged,
blind, and disabled and cash benefits for veterans with disabilities not
related to military service.

The Commission’s study of the Four specified programs included a
review of pertinent Federal statutes and regulations, meetings with Federal,
State, and local officials and representatives of private organizations and
public interest groups, and the services of an expert consultant with many
years of experience in the welfare field. After completing the initial study,
the Commission formulated a set of draft recommendations which were
published in the Federal Registers and otherwise made available for public
comment. Three days of public hearings on the recommendations were held
in January, 1977, and, in addition, the Commission has received more than
90 written comments regarding them. Although the Commission could not
make detailed studies of record keeping by the welfare agencies of al fifty
States, the written comments and oral and written testimony offered at the
hearings yielded rich and valuable information regarding current practice in
these agencies.

The Commission’s inability to make a detailed study of the record-
keeping policies applicable to al of the various federally funded assistance
and services programs reflects a central problem: present law provides no
clear, consistent set of policies applicable to record keeping in all Federaly
assisted welfare programs. Each of the various statutes establishing a
program either prescribes its own policy or is silent on the subject. Anyone
who tries to administer public assistance and social services programs
established by different Federal statutes may well encounter inconsistent,
and perhaps incompatible, statutes and regulations governing record
keeping. It is doubtful that anyone has, or, without very substantial
resources, could have, a clear picture of how the laws governing this
multitude of programs interrelate. In short, the Commission found that the
descriptive word for record-keeping policy in this area is “complex.” Thus, a
primary Commission goal was to find ways of simplifying the complexity.

PROGRAM OVERVIEWS

The public assistance and social services programs studied by the
Commission serve specific client populations. Each program operates within
organizational and funding structures defined by Federal statute and
regulations and, in some cases, by State and loca statutes and regulations.
Administrative responsibilities are delegated to Federal, State, and local
government units as the laws require. The following sections briefly identify

5 41 Federal Register pp.43724-27, (December 8, 1976).
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the clients served and the basic administrative characteristics of the
programs studied.

Aid to Families with Dependent Children

Title 1V-A of the Social Security Act authorizes payments to States for
the provision of financial assistance to needy families with dependent
children. The Act defines dependent children as those children under 18 (or
in the case of children attending school, under 21) who have been deprived
of parental support or care by reason of the death, continued absence from
home, physical or mental incapacity, or, under certain conditions, the
unemployment of a parent. Within the broad requirements of the Social
Security Act, a State has considerable latitude in defining the categories of
the needy who will be served by the program in that State (e.g., whether or
not to include families with an unemployed parent), in applying the
eigibility criteria, and in determining what level of assistance will be
provided to those eligible.

Aid to Families with Dependent Children (AFDC) provides financial
assistance to help cover the costs of food, shelter, clothing, and other basic
living costs. Emergency assistance and funds to support certain children in
foster homes and institutions may aso be provided. To supplement this
assistance, an AFDC recipient is also eligible for assistance under the
Medicaid, Food Stamp, and Title XX Socia Services programs, and may
also qualify for other forms of public assistance and socia services.

Administrative and funding responsibilities for AFDC are shared by
the Federa government and State and local governments. Program
administration is overseen by the Socia Security Administration of the
Department of Health, Education, and Welfare (DHEW).* A State may
either administer the program or supervise its administration by local
governments. Federal funds (ranging from 50 percent to 65 percent of the
total cost) help to finance assistance payments to recipients and may also be
used to help cover administrative costs at the State and loca level. States
must share in the cost of the program and, in some but not all cases, loca
governments also contribute.

Medicaid

The Medicaid program authorized by Title XIX of the Social Security
Act provides Federal funds to States for use in paying for medical services
rendered to both the categoricaly needy and the medically needy. The
categorically needy are those receiving assistance under the AFDC or
Supplemental Security Income programs. The medically needy are those
who meet all criteria for federally funded cash assistance, except the income
criterion, and who lack the income and resources to meet the costs of

& Prior to the March 1977 reorganization of the Department of Health, Education, and

Welfare, administration of the AFDC program was supervised by the Assistance Payments
Administration of the Social and Rehabilitation Service.
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necessary medical care and services. Their income may not exceed 133-1/3
percent of the State's cash assistance standard.

At minimum, a State must provide categorically needy individuals
with:

inpatient hospital services;

outpatient hospital services;

other laboratory and x-ray services,

skilled nursing facility services for individuals 21 years of age

or older;

. early and periodic screening and diagnosis of individuals
under 21 to discover and treat mental and physical defects;

. family planning services and supplies;, and

. physician’s services.

The State may use the Federal funds in providing the medically needy with
the above services or with other services which qualify for Federal funding
under the Act. The services are rendered to recipients by qualified medical-
care providers who are then reimbursed by the State.

The Hedth Care Financing Administration of the Department of
Hedlth, Education, and Welfare® oversees the administration of the
Medicaid program. A State agency is responsible for either the administra-
tion of the program or the supervision of its administration by local
government units. The designated State agency may, however, contract with
other State agencies for performance of specified functions such as
utilization review. States may also contract with private organizations to
process claims, to act as the State’s fiscal agent, or to develop and operate its
Medicaid Management Information System, a mechanized claims-process-
ing system for which special Federal funding is available.

The Federal share of Medicaid program costs is calculated according
to a formula based on the State's per capita income in relation to national
per capita income. The Federal share ranges from a low of 50 percent in
many States to a high of 78 percent in one. States or localities, or both,
provide the remaining funds.

Social Services

Title XX of the Social Security Act authorizes Federal grants to States
for the provision of social services to recipients of public assistance under
the AFDC or Supplemental Security Income programs and to other low-
income persons who do not qualify for public assistance but whose income
does not exceed 115 percent of the median income of a family of four in the
State. The grants provided under Title XX are to be used for five specified
purposes:

1 achieving or maintaining economic self-support to prevent,
reduce, or eliminate dependency [of eligible clients];

7 The Medical Services Administration of the Social and Rehabilitation Service, DHEW,
supervised Medicaid administration prior to the March 1977 DHEW reorganization.
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2. achieving or maintaining self-suficiency, including reduction
or prevention of dependency;

3. preventing or remedying neglect, abuse, or exploitation of
children and adults unable to protect their own interests, or
preserving, rehabilitating, or reuniting families;

4. preventing or reducing inappropriate institutional care by
providing for community-based care, home-based care, or
other less intensive forms of care; and

5. securing referral or admission for institutional care when
other forms of care are not appropriate, or providing services
to individuals in institutions.

Among the many services Title XX cites as appropriate to these five
purposes are: child care services, services related to the management and
maintenance of the home;, day care services for adults, employment
services, information, referral, and counseling services, health support
services, appropriate combinations of services designed to meet the special
needs of: (1) children; (2) aged; mentally retarded, blind, emotionaly
disturbed and physicaly handicapped individuals, and (3) acoholics and
drug addicts.

A single agency of each State administers or supervises the administra-
tion of the services programs of Title XX under the oversight of the Office of
Human Development, DHEW.s In providing services to those eligible, a
State may elect to use State facilities and personnel, to purchase services
from private providers, or to use a combination of these alternatives. The
State may aim delegate certain administrative responsibilities to providers.
For example, responsibility for determining an applicant’s eligibility for a
Title XX service may be delegated to the provider.

Federd funds totaling approximately $2.7 billion a year are available
under Title XX. They can be used to reimburse States for 75 percent of the
cost of social services, and in the case of family planning services, for 90
percent of the cost.

Food Stamps

The Food Stamp Program permits low-income households to buy
coupons for less than the coupons are worth in exchange for food at
federally certified food stores. Families receiving cash assistance under the
AFDC or SSI programs are eligible for food stamps, as are those whose
income falls below levels established by the Federal government.

State or local welfare offices administer the program under the
supervision of the Food and Nutrition Service of the Department of
Agriculture. The Department of Agriculture pays 100 percent of the cost of
the food stamp coupons and 50 percent of the administrative costs incurred
by States and localities.

s Before the March 1977 reorganization of the Department of Health, Education, and
Welfare, the administration of Title XX programs was overseen by the Public Services
Administration in the Social and Rehabilitation Service.
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Programs Not Studied by the Commission

As noted above, the Commission could not make a detailed study of
al the public assistance and social services programs funded by Federal,
State, and local governments, and it made no attempt to study socia
services programs administered by private organizations that do not receive
any government funding. Examples of the different types of government
programs the Commission did not study are cited here to lend perspective
on the universe of public assistance and social services programs.

Besides the four major programs studied by the Commission, the
Federal government funds a great many categorical grant programs that
provide assistance and services to the needy. lllustrative of these are:

. nutrition programs administered under Department of Agri-
culture supervision, such as the School Breakfast and School
Lunch Programs, the Special Supplemental Food Program for
Women, Infants and Children, and the Summer Food Service
Program,

. health programs administered under the supervision of the
Department of Hedth, Education, and Welfare, such as
Family Planning Projects, Maternal and Child Health Servic-
es, Drug and Alcohol Abuse Community Services Programs,
and Community Mental Health Programs;

. education programs under the auspices of DHEW, including
Follow Through and Vocational Education;

. human development programs administered under the super-
vison of DHEW, including Head Start, Runaway Youth,
Vocational Rehabilitation, and Special Programs for the
Aging;

. h(?usi%g programs funded by the Department of Housing and
Urban Development, such as public housing and rent
supplement programs; and

. employment programs of the Department of Labor, such as
the Work Incentive Program, Job Corps, and Comprehensive
Employment and Training Programs.

States aso fund cash assistance and social services programs,
especialy to meet needs in areas where Federa financial assistance has not
been made available. The most common of these State programs, usually
called “general assistance,” makes cash available to the needy who are not
digible for Federa cash assistance under AFDC or SSI, such as young,
single individuals and young couples with no children. States may also fund
special purpose programs to supplement Federal programs. Examples of
these in California are the State’'s Emergency Loan Programs and Special
Circumstances Program.

Obvioudly, the record-keeping issues inherent in administering the
AFDC, Medicaid, Social Services, and Food Stamp programs also arise in
these other programs. Eligibility for these programs is generaly based on
financial need. Those seeking assistance under any of the programs must
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apply for it and submit to the prescribed methods of verifying the
information they supply. Inevitably, a record is created to document the
relationship between the client and the agency administering the program.
Therefore, as explained in more detail below, the Commission believes that
the information safeguards recommended for the four major programs
which the Commission studied in detail should be required of the other
programs as well.

PRINCIPAL FINDINGS AND CONCLUSIONS

The basic philosophy of any system of government is reflected in its
welfare system and in the way policy regarding the welfare system evolves.
In a federal system, responsibilities for governing are divided between
national and state governments. The welfare system of the United States is a
product of our federal system of government, and methods of determining
welfare policy and the policy itself must reflect this reality.

Historically, “poor relief” was a local responsibility. During the Great
Depression of the 1930's. the tidal wave of unemployed quickly over-
whelmed community resources, throwing the burden of supporting them on
the States. When the States, in turn, found themselves helpless against the
floodtide, the Federal government stepped in. Since the 1930's, the funding
of welfare has been a shared responsibility of Federal, State, and in some
cases local, governments, administrative responsibility for alleviating the
plight of the needy, however, has remained with the States, even though the
Federal government has assumed an ever larger share of responsibility for
financing the benefits and the cost of administering them.

The States are not, however, free to administer welfare programs as
they see fit. Acceptance of Federal Funds carries with it the obligation to
adhere to Federal standards and requirements. The extent of Federa
congtraint on the States has fluctuated over the years and varies from
program to program, in record keeping as in other aspects of administration.

When Federa law is silent on a record-keeping activity, States retain
the discretion to establish their own policies and practices within the limits
established by the Constitution. To the extent that the Federal government
has chosen to regulate the record keeping of agencies administering
federally assisted programs, the minimum requirements for acceptable
practices are set forth in Federal statute and regulation. These, or more
stringent, requirements must be included in State statutes, regulations, or
plans. The result is that welfare record keeping reflects a medley of practices
prescribed by Federa statutes and regulations in some areas, by State laws
in others, by a combination of the two, or, in some cases, by no formal
policy at all.

A comprehensive policy to guide al the record-keeping activities of
welfare agencies has never been formulated by the Federal government. A
few States have recently enacted laws that deal comprehensively with fair
information practice, but the laws are general in scope, applicable to all
State records. Some federally assisted programs must conform to Federal
requirements, such as those regarding client access to records, contents of a
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case file, and permissible disclosures of records, while others—either
through oversight or deliberate omission—need not. For the great bulk of
federally assisted programs, Federa law has not yet prescribed fair practice
regarding such factors as the accuracy, timeliness, completeness, and
relevance of information used, and the ability of a client to contest
erroneous information. In the case of programs funded solely by State or
local governments, the administrators, however attentive they may be to
professional ethics, often receive little direction from State legislatures in
setting record-keeping policy.

It is against this background that the Commission's general findings
must be understood. The Commission has evaluated the extent to which
existing law on record keeping is faithful to the principles of fair information
practice described earlier in this report. Specific recommendations (see
below) focus on the deficiencies of existing policy; the following general
findings help put them into perspective.

First, the Commission could find no general, overall policy on public
assistance and social services record keeping. In the few programs that
address and attempt to control practices from which unfairness to clients
can flow, attention has concentrated on some controls—most notably
constraints on disclosures of records—while other sources of unfairness
have been largely ignored. Failure to define general policy leaves the way
open for unfair record-keeping practices.

Second, the Commission finds that the lack of a genera policy creates
problems within an agency. Even where law has been developed to regulate
the record-keeping practices of the federally assisted programs, the
resolutions arrived at are not necessarily consistent from one program to
another. For example, the AFDC, Medicaid, Social Services, and Food
Stamp programs are each subject to somewhat different restrictions on
disclosure of client records to third parties. Nor are the rules regarding client
access to a case file the same in the Food Stamp program as in the AFDC
program. Such policy inconsistencies often confuse those administering a
program, as well as the program’s clients, and may create unnecessary
administrative costs. The confusion is compounded when a private services
agency receives funds under several federally assisted programs. Such a
private agency may find it all but impossible to keep its records so that they
meet the requirements of the different funding sources.

Third, the Commission finds that lack of a general policy creates great
problems in the exchange of information among and within agencies.
Federal record-keeping policy fails to take full account of the interrelation-
ship in administration of all of the federally assisted programs. Again, this
problem is especially acute in the area of policy that defines and limits the
range of permissible disclosures of a program’s records. Information about
Medicaid and Food Stamp clients, for instance, may not be disclosed for
purposes other than the administration of the program for which it was
collected. Yet one worker in a State or local welfare agency may have
responsibilities for administering not only these two programs, but others,
such as AFDG and Socia Services, as well. It may be impractical for the
agency to segregate records about the client as a Medicaid or Food Stamp
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recipient from those about the same client as an AFDC or Social Services
client.

Fourth, the Commission finds uncertainty about the extent to which
the Federa government should dictate the record-keeping practices of State
and local welfare agencies. Federal law in some areas clearly directs the
practices to be followed, while in other equally crucia areas, Federal law is
silent, leaving the States with wide discretion in formulating their own
policies. Disclosure policy, for example, is clearly specified in Federal law,
whereas the States are left to decide what practices are permissible in
verifying information.

Fifth, the Commission finds weak oversight of record-keeping practic-
es, even where requirements are quite clear. Federa agencies like the
Departments of Agriculture and Health, Education, and Welfare apparently
lack the resources to monitor State practices adequately, so that a State
which ignhores or circumvents their regulations can probably do so with
impunity. For example, despite a clear DHEW regulation permitting an
AFDC client access to his case file prior to a hearing, the Commission found
substantial evidence that some States deny this right.

Sixth, the Commission finds that even when State policy incorporates
Federal requirements, the workers at the State and local level sometimes fail
to trandate policy into practice. Factors which contribute to these failures
include the complexity of the laws and frequent changes in requirements,
which increase the work load to no purpose and make it difficult for workers
to know what is required of them. Complexity and frequent change in
requirements are not the exclusive prerogative of Federa legidators, State
legislators also contribute.

Finally, the manner in which Federal spending power has been
exercised and the inaction of the States have meant that cash assistance and
socia services programs funded by State and local governments may be
subject to record-keeping requirements that are different from those
applicable to federaly assisted programs or, in some cases, t0 no require-
ments at all. This is true even when such programs are administered by the
same State agency responsible for administering federally assisted programs.
This means that the privacy interests of clients of these programs may be
wholly unprotected and that flows of information between federally assisted
programs and those financed through other means are subject to no
coherent policy.

GENERAL RECOMMENDATIONS

The above findings should make clear the advantages of establishing a
comprehensible and generally applicable record-keeping policy to guide
public assistance and social services programs at al levels. Such a policy
would have to be enacted by the Congress, spelled out in Federal
regulations, and overseen by Federal agencies. To the large and growing
number of citizens who perceive welfare as a national problem, this is the
obvious approach. Since most of the money for welfare comes from the
Federal government, it has a strong responsibility for directing how the
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programs will be carried out. Furthermore, the Federal government, having
created a patchwork of uncoordinated public assistance and social services
programs and equipping them with inconsistent regulations, can fairly be
charged with responsibility for bringing the record keeping of at least the
federally assisted programs into alignment, and for assuring the fair use of
records about their clients.

On the other hand, standardization always carries a price tag. It is
difficult for any national policy to take full account of the particular needs
of each of the States and the variety of arrangements the States have devised
for providing public assistance and social services. Furthermore, a balance
must always be struck between privacy and other goals and values, and the
trade-off satisfactory to the citizens of one area may or may not be
acceptable to the citizens of another area. The controversy over how private
providers report individually identifiable data about Title XX clients to
State agencies illustrates this problem.> An added cost is that standardiza
tion inevitably stifles innovation.

After considering all of these arguments, the Commission concluded
that the need for a Federal policy on record keeping by public assistance
and social services agencies overwhelmingly outweighs the potential
drawbacks. These drawbacks can be minimized by leaving the States
significant latitude in formulating the specifics of a record-keeping policy
within the guidelines imposed by Federa law.

Accordingly, the Commission recommends:

Recommendation (1):

(@) That the Congress enact a statute that requires each State, as a
condition of the receipt of Federal financial assistance for public
assistance and social services programs, to enact a fair
information practice statute applicable to records about public
assistance and social services clients of any agency administer-
ing or supervising the administration of any federally assisted
public assistance or social services program (the requirements
of the State statute are described below);

(b) That Congress give a State two full State legislative sessions to
enact the required statute before it is considered not to be in
compliance with Federal law;

° A controversy arose when private providers under contract with State agencies to provide
Title XX services objected to a requirement that they report individually identifiable client data
to State agencies. The information was needed by State agencies to report to DHEW an
“unduplicated count” of Title XX recipients. Some provider agencies, especialy those
providing legal assistance and mental health services, protested that compliance with such a
reporting requirement would breach the confidentiality of their relationship with their clients,
deter individuals from seeking needed services, and give the State agency the capability to
construct a Titte XX client “data bank” which could be used to the detriment of clients.
Although this controversy reached crisis proportions in some States, it simply never became a
significant issue in others. Although DHEW responded by making it possible for States to
report an estimated, rather than actual, unduplicated count, some State agencies would like to
continue to collect individualy identifiable data for their own planning and evaluation

pUrposes.
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(c) That the Congress specify in the statute the general principles
of the fair information practice policy, leaving to the States
some discretion to tailor specific means of implementing the
principles to their own needs, where appropriate;

(d) That the Congress make the Secretary of Health, Education,
and Welfare responsible for determining that each State has
enacted the required State statute and that it has the character-
istics required by Federal law. The Secretary should consult
with the heads of other Federal agencies funding public
assistance and social services programs in carrying out this
responsibility;

(e) That every Federal agency responsible for overseeing the
administration of a public assistance or social services program
be required by Federal statute to review State compliance with
the word-keeping requirements set forth in Federal and State
statute;

(f) ~ That the process that Sates use for formulating and enacting
specific fair information practice requirements provide ample
opportunity for public participation, including public hearings;
and

©) That appropriate sanctions and remedies, at the Federal and
State level, be available to deal with violations of the statutorily
prescribed requirements.

Adoption of this recommendation would achieve several ends. It
would:

. resolve most of the problems created by inconsistencies in
Federal policy regarding the records of various programs
while at the same time alowing the States a measure of
flexibility in implementing the policy;

. provide the same protections for all client records maintained
by agencies that receive Federal financial assistance, includ-
ing their records about clients of programs that are not
federally assisted;

. supersede with a single Federal and a single State statute the
myriad laws that currently govern record-keeping practices,
thereby substantially reducing the complexity which renders
such laws ineffective;

. remove the temptation for agencies to diversify their record-
keeping practices in incompatible directions by embodying a
uniform general policy in statute;

. strengthen oversight by Federal agencies;, and

. provide legal sanctions and remedies to deal with violations.»

Simplicity and comprehensiveness are the goals of these general
recommendations. Comments submitted to the Commission by many public

10 See Chapter 10 for a discussion of the need for Federal sanctions that are proportionate to
the seriousness of State non-compliance.
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agencies and private organizations attest that these goals are urgently
desired. As the representative of one welfare agency noted in testimony
before the Commission:

We strongly urge the adoption of the same standards for al the
programs under consideration. It is sufficiently difficult to adminis-
ter complex and varied programs, without having to be constrained
by different standards for different programs. Not only is it
confusing to staff but to recipients who begin to view us as a
“schizophrenic”  agency.

States will need a reasonable period of time—two legidative sessions—
to formulate the recommended statute. Only after that time would a State
not be in compliance with Federal law, if the Commission's recommenda-
tion were adopted.

Because of the central role of the Department of Health, Education,
and Welfare in funding and overseeing the administration of public
assistance and socia services programs, the Commission considers the
HEW Secretary the appropriate person to assume primary responsibility for
evaluating State compliance in enacting the recommended statute with, of
course, the benefit of consultation with heads of other Federal agencies to
assure coordination and understanding.

The Commission further believes that record keeping by government
agencies and private providers that do not receive any Federal funding
should also be subject to the fairness standards set forth for agencies
receiving some Federal assistance, but the Commission acknowledges the
fact that the Federa government cannot impose such standards on them.
Therefore, the Commission recommends:

Recommendation (2):

That every State enact a statute applying the fair information
practices required of agencies receiving Federal public assistance and
social services funds to records of cash assistance and social services
agencies that do not receive any Federal funding.

SPECIFIC RECOMMENDATIONS

This section discusses the policies underlying the Commission’s
specific recommendations for a State fair information practice statute. Some
of the recommended provisions simply embody present practice. They
would serve the purpose of making such practice a statutory requirement.
Others broaden the rights aready accorded to clients. The remainder
prescribe new record-keeping requirements. All of these recommendations
are framed to apply to all client records maintained by agencies that receive

1 Written statement of the Middlesex County, New Jersey, Welfare Board, Public Assistance

and Social Services Record Keeping, Hearings before the Privacy Protection Study Commission,
January 12, 1977, p. 12, (hereinafter cited as Public Assistance and socia Services Hearings).
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any Federal funds, not just to those recards of an agency about clients for
whom Federal assistance has been secured.

For the Commission’s specific recommendations to take effect, two
legidative steps would be required: (1) enactment of a Federal statute
requiring that a State, as a condition of receiving Federa financia
assistance for any public assistance and social services program, adopt a
statute mandating certain minimum record keeping requirements; and (2)
enactment of such a statute by the State.

Intrusiveness

Only details about the circumstances of a particular applicant can
show whether he or she qualifies for help under any public assistance or
social services program, and additional data about an eligible applicant
inevitably accumulate as long as he or she receives assistance or services.
when the digibility requirements are complex, and verification require-
ments stringent, as they are, in many welfare programs, the information
collected about applicants for, and recipients of, welfare becomes very
detailed indeed. In some areas of the country, for example, a worker visits
clients homes to verify their statements. These home visits, although made
by prior appointment, give the agency an opportunity to collect more
detailed persona information than the client might be willing to disclose.
Furthermore, a welfare agency striving conscientously to provide as much
help as it can to its clients has a strong incentive to delve deeply into a
family’s problems in order to make sure al members of the family are
getting all the help to which they are entitled.

Such efforts produce detailed records about virtually al aspects of a
welfare family’s personal life—itsfinances, possessions, habits, sexual
relationships, need for family planning services, physica and mental health
problems, education, prior employment, dependence on alcohol and drugs,
and utilization of medical services. Welfare agencies are more likely than the
other agencies and organizations studied by the Commission to have the
makings of a profile covering every aspect of client families' lives.

The ability of a welfare agency to collect such sensitive information
imposes the obligation to control its records with exceptional care, as
explained below. In addition, the Commission was prompted to consider the
need for constraints on the power of a welfare agency to collect and record
some kinds of information.

Criticism of welfare agencies often focuses on the kinds of questions
asked regarding eligibility and resources. Eligibility criteria, and conse-
quently the questions asked on application forms, differ from State to State.
Even when information collected for eligibility determination is clearly
relevant to that purpose, some critics nonetheless oppose its collection on
the grounds that it is so sensitive that its collection constitutes an
unwarranted invasion of personal privacy.

In the welfare area—unlikesome of the other areas the Commission
studied—a disgruntled client cannot choose among a number of different
agencies with different eligibility criteria from which to seek assistance or
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services. Only one State agency can serve him. Thus, one might conclude
that there is no way in which an individual can limit the degree of intrusion
to which he must submit in order to get public assistance and socia services.

To a certain extent this is true. A client, acting independently, is not
likely to be able to exercise much control over a welfare agency’s probing
into the details of his personal life. But clients who feel the intrusion goes too
far are not totally without recourse.

There are now two ways of settling disputes between clients and a
welfare agency over the appropriateness of using particular items of
infformation in a determination or redetermination of eligibility. If a client
clams that a denial of benefits was based on irrelevant information, he can
demand a hearing to contest the basis of the decision. Because dligibility
criteria are set out in State statutes, regulations, and plans, they provide
some objective standards against which the relevance of the disputed
information can be assessed that are independent of the whim of an agency
or worker.

Because dligibility criteria are usually determined either by State
legislatures or through some sort of rulemaking process, there is a second
recourse for clients, or alternatively, organizations of clients or others acting
in their interests, and that is to seek amendment of the officia €ligibility
criteria. The need to ask certain questions can be removed if the eligibility
criteria are changed. Louisiana, for example, now specifies that the value of
musical instruments and jewelry of a sentimental value will not be taken into
account in its assets tests. Although the exception may not have been
prompted by concern about intrusiveness, the example illustrates that this
method of limiting the collection of information is feasible.

The question of intrusiveness may also arise when an agency believes
that a client is entitled to services other than the ones for which he has
applied. After a family is found eligible for AFDC, for example, the AFDC
worker may try to help the members of the family determine what other
services they need, and then refer them to appropriate service providers. In
some instances, referral to another agency is mandatory. An eligible AFDC
client must be referred to the Work Incentive Program (WIN), and thus has
no choice but to acquiesce in the exploration of factors relevant to WIN
status. But where the acceptance of services is voluntary, an agency is hardly
justified in demanding more information than the individual client or family
iswilling to divulge.

The exploration by agencies of factors relating to possible needs of a
family that are not being met is wholly laudable. Unless participation in
another program is a condition of eligibility under the program for which
the client has initially applied, however, the Commission believes that clients
of a public assistance or social services program should not be required, or
coerced, to divulge information about either need or potential eligibility for
other assistance or services programs. The Commission has therefore
concluded in its recommendation on “Notification of Rights’ (see below)
that a client be told, at the time information is requested of him, whether he
must divulge the information as a condition of receiving benefits, or whether
its disclosure is voluntary.
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Fairness

FAIRNESS IN COLLECTION

In making determinations about a client’s initial or continuing
entittement to benefits, an agency may contact third-party sources (e.g.,
banks, schools, neighbors, State agencies) in order to verify information the
client has supplied. The extent to which such collateral verification is
sought, and the methods by which it is obtained, vary among States and
programs, among agencies, and even among workers responsible for
determining a client’s digibility in a single locality.

Federal statutes and regulations currently give agencies little guidance
with respect to the collateral verification process. Food Stamp regulations,
for example, require verification of income, and aso of eligibility factors if
the information the applicant has provided is unclear, inconsistent,
incomplete, or otherwise raises doubts about digibility. [7 C.F.R.
271.4(a)(2)(iii)] To supplement these directions, the Department of Agricul-
ture prescribes the “prudent person rule” which advises dligibility workers to
use reasonable judgment in deciding what information supplied by the
applicant should be verified with other sources.

In 1969, the Socia and Rehabilitation Service of DHEW promulgated
regulations outlining acceptable verification procedures for the AFDC,
Medicaid, and preTitle XX socia services programs2 The regulations
provided that verification be limited to that which is reasonably necessary to
ensure the legality of expenditures under a program and required the agency
to rely on the client as the primary source of information in determining
digibility. The agency could, however, help the client obtain information or
obtain information for a client who could not get it himself without help
(e.0., because of mental or physical impairment). If collateral contacts were
necessary, the regulations required the agency to explain to the client what
information would be needed, why it was needed, and how it would be used.
The agency then had to obtain the client's consent to the contact. If the
information supplied by the applicant or recipient could not support an
digibility decision, the agency had to explain what else was needed, and try
again to get it from the client. If the client could not supply the necessary
information and refused permission for the agency to contact a source,
assistance could be denied or terminated.

These regulations were repealed in 1973, apparently to give States
greater flexibility in developing their own collateral verification processes.
The large number of overpayments to clients and payments to ineligibles
that had been uncovered made greater flexibility seem desirable.

The Commission recognizes that collateral verification can be neces-
sary, especially when inconsistencies or vagueness in the information
received from an applicant or recipient, or inadequate records, raise doubt
about eligibility. It aso believes that State and local agencies unguestion-
ably need a degree of flexibility in determining when verification is

2 Prior to the enactment of Title XX, Federa funding for State administered social services
was available under Titles 1V, VI, X, X1V, and XVI of the Social Security Act.
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necessary and from what sources verification may be secured. Nevertheless,
because stigma sometimes attaches to the receipt of public assistance and
social services, the Commission believes that there should be some Federal
prescription of procedures to be followed by agencies so as to assure that the
collateral verification process does not result in more information than
necessary about a client being disclosed to third parties. Therefore, the
Commission recommends:

Recommendation (3):

That the Congress require the States to provide by statute that public
assistance and social services agencies must, to the greatest extent
practicable, collect information and documentation directly from the
client, unless otherwise requested by the client.

The Commission believes that both agency and client will benefit if the
agency’s need to contact collateral sources is kept to a minimum. When the
client supplies documentation supporting the eligibility decision, the agency
saves the time that eligibility workers would otherwise spend contacting
collateral sources. At the same time, the client retains some control over the
collection, use, and disclosure of information about himself. The client can
usually seek records about himself from third parties without explaining
why he is asking, whereas the agency would need to disclose the fact that the
client is applying for or receiving a benefit and, in some cases, the nature of
the benefit.

Current agency practice, according to witnesses and those who
submitted written comments to the Commission, is generally for agencies to
rely on clients for verification of the information they supply. Clients are
usualy reguested to bring with them documentation of the information on
the application form when they come to the welfare agency for an interview.
Agencies will usually accept as evidence documents such as rent receipts,
wage statements, bank books, report cards, or insurance policies supplied by
the client. Client representatives stressed to the Commission that most
applicants and recipients are quite able to supply adequate documentation,
and that all should therefore have a chance to do so before the agency starts
contacting third-party sources. Clients who are not able to obtain the
information may, of course, require the agency’s help in getting it.

On the other hand, Federal, Slate, and local agency representatives
affirmed the need of agencies to contact collateral sources. They see a
positive relationship between an agency’'s ability to contact third-party
sources and its ability to reduce error rates and thus assure the accuracy of
eligibility determinations. Even among the client and professional associa-
tion representatives, most conceded that agencies need to contact third
parties, at least under certain circumstances (e.g., where there is uncertainty
about the information supplied by the client or reasonable cause to believe
that the client is misrepresenting his situation), although there was little
consensus among them beyond that point.

The Commission recognizes that there are circumstances that justify
an agency’s contacting third parties for information on clients. At the same
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time, the Commission contends that applicants and recipients should have a
right, albeit qualified, to determine what sources are contacted. Clients have
an undeniable interest in limiting not only the number but also the kinds of
sources to be contacted by agencies. Clients have reason to fear unwarrant-
ed consequences, such as loss of residence or employment, if people in
certain relationships to them (eg., landlords or employers) learn that they
have applied for or are receiving public assistance or social services. Even
clients who do not fear such adverse consequences may simply not wish
certain individuals to know of their application for or receipt of benefits.

The Social and Rehabilitation Service, DHEW, submitted to the
Commission samples of forms and letters used by State and local agencies to
secure, for AFDC purposes, client authorization for the release of
information from third-party sources. Several of these forms contained
authorization statements which the Commission found unduly broad. For
example, a South Carolina form provides that the client authorize

. . . any person, agency, or organization to furnish such informa-
tion as may be requested by an authorized representative of the
County Department of Social Services or the State Department of
Social Services, with or without additional consent from me.

As in other areas it has examined, the Commission believes that
collateral verification authorizations of that type effectively deprive the
individual of any control over inquiries made about him to third parties, and
are both unacceptable and unnecessary. Moreover, because of the special
problems associated with being identified as a welfare applicant or recipient,
the Commission also believes that no collateral contacts should be made by
a welfare agency until the client has been informed that his documentation
is unacceptable and why, and has had a chance to produce alternative
evidence to the agency. Therefore, the Commission recommends:

Recommendation (4):

That the Congress require the States to provide by statute that a
public assistance or social services agency must:

(a) notify a client as to:

(i)  all types of information which may be collected about him;

(if)  the techniques that may be used to collect or verify such
types of information;

(ili) the types of sources that may be asked to provide each
type of information.

(b) limit its collection practice to those specified in any such
notice;

(c)  provide the client an opportunity to indicate particular sources
of information which he does not want the agency to contact and
to provide alternative to the sources so indicated;

(d)  provide the client an opportunity to withdraw his application
should the agency require that a source be contacted notwith-
standing his objections;
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provided, however, that such procedures shall not be required when
there is a reasonable belief that the client has violated a law relating
to the administration of the assistance or services program.

This recommendation, in the Commission’s view, outlines an effective
mechanism for balancing an agency’s need to contact collateral sources
against the interest of the client in limiting the collection of information
about himself from others. Moreover, it also conforms to present practice in
some agencies. The authorization form used by the Oregon Division of
Public Welfare, for example, lists the commonly contacted sources, some by
category (e.g., employers, financia institutions, schools) and others by name
(e.g., agencies or organizations), and invites applicants to check the ones
they authorize. The authorization form used by the Tennessee Department
of Human Services lists a broader spectrum of sources to be contacted, and
adds “any other individual or organization” having knowledge of the client’'s
circumstances. There is, however, a space on the form where clients can list
specific sources the Department may not contact.

It has been argued that the protections for client rights recommended
by the Commission are meaningless because “everybody knows who's on
welfare,” and because clients must ultimately choose between bowing to the
agency’s insistence on contacting a “necessary” source or foregoing benefits.
Since a client who needs the assistance can ill afford to forego the benefits,
the argument continues, his choice is hollow. The Commission believes,
however, that clients should have the opportunity to decide for themselves
whether or not such rights are meaningless. Moreover, it believes that the
procedural modifications outlined in the Commission’s recommendations
and compliance in good faith an the part of agencies and clients will offer
clients intermediate alternatives to a stark choice between yielding to an
agency’s demands for information and foregoing assistance.

The Commission recognizes that an exception to the collatera
verification practices outlined in the above recommendations may be
necessary when a client is suspected of violating laws relating to the
administration of the welfare programs. Under those circumstances. the
agency could not logically be expected to notify the client of the verification
sources it intended to contact or to ask the client to suggest aternative
sources, since doing so might well compromise fulfillment of the agency’s
duty to gather evidence.=

The Commission aso redlizes that some States operate automated
verification systems in which lists of clients are matched with records
maintained by other State agencies, such as State employment agencies.
Although the Commission recognizes the utility of such systems in reducing
both overpayments and payments to ineligibles, it believes that each client
should be informed that such methods will be used and offered an
opportunity to withdraw his application should he object to this means of
collateral verification. Withdrawal of an application by an individual who is

3 The agency would, of course, have to comply with the restrictions on disclosure of records
imposed by agencies and organizations from which it seeks information for a law enforcement
purpose including, in some cases, the production of a subpoena.
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not in fact eligible would in effect achieve the desired end—reduction of
payments to ineligibles.

The Commission further contends that, just as a client has an interest
in limiting the number or kinds of sources contacted, he also has an interest
in limiting the amount and kind of information disclosed to third-party
contacts in the course of collateral verification. More specificaly, while a
client may not object to collatera contacts which disclose that he is seeking
benefits, he may well object to a contact’s learning of the particular kind of
benefit sought, and the same applies to any information which does not
directly relate to verification. The client’s interest may be especialy acute
when he or she is seeking a service that is widely perceived to be sensitive,
such as acohol and drug abuse treatment or mental health counseling.

Regulations applicable to the Titte XX Socia Services program
already require that a provider agency under a State agency contract to
determine dligibility must notify a client if collateral contacts are to be
made, so that a client who wishes to keep the nature of the service he is
seeking confidential may ask that the State agency make the contact. When
notified of the client's request, the State agency must make the necessary
contact and relay the information to the provider. [45 C.F.R. 228.61(f)(1)
and (2)] This regulation implies acknowledgement of the State agency’s
responsibility to make the contact discreetly without revealing the nature of
the service being sought.

The Commission supports this regulation and recommends that it be
adopted by all agencies that provide social services to clients. While the
Commission understands than an agency may not be able to disguise the
fact that an individual has applied for cash assistance, or some type of socia
service, it does believe that the specific nature of the service sought need not
be reveded to a third-party source in order to obtain necessary collateral
verification. Accordingly, the Commission recommends:

Recommendation (5):

That Congress require States to provide by statute that public
assistance and social services agencies must give clients of social
services programs the opportunity to require that collateral contacts,
made to secure information about their eligibility in a services
program, are made in a manner that, to the maximum extent possible,
does not reveal the specific nature of the service sought by the client.

More broadly, the Commission recommends that all public assistance
and social services agencies adopt a policy of revealing only the very
minimum amount of any kind of information about the client consistent
with obtaining verification even in cases in which it is necessary to reveal.
that the client has applied for cash assistance, as opposed to socia services.
This issue is further dealt with in the Commission’s recommendation on
disclosure of records, below.
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FAIRNESS IN Use

ACCESS TO RECORDS

DHEW regulations governing the AFDC, Medicaid, and Title XX
Social Services programs [45 C.F.R. 205.10(a)(13)(i)] specify that an
applicant or recipient who has requested a hearing may examine at
reasonable times before the date of the hearing, as well as during the
hearing, the contents of his case file and all documents and records to be
used by the agency at the hearing. A hearing may be requested by a client
whose claim for benefits has been denied or not acted upon with reasonable
promptness, or who has been aggrieved by any agency action resulting in
suspension, reduction, discontinuance, or termination of assistance.

Regulations applicable to the Food Stamp program afford clients who
have requested a hearing a more limited right of access. these clients may
examine at reasonable times before and during the hearing only those
documents and records to be used by the agency at the hearing. [7 C.F.R.
271.1(0)(5)(i)] A hearing may be requested by a client whose household has
been aggrieved by any action of the State agency, or of a coupon-issuing
agency, in the course of its administration of a Food Stamp program,
provided the action affects the participation of the household in the
program.

Although the DHEW regulations governing hearings in the Medicaid,
AFDC, and Social Services programs specify that a client may inspect the
contents of his entire case file, the Commission has found substantial
evidence to suggest that agencies often do not, in fact, make the entire case
file available on request. To the extent that this is true, a client is denied the
opportunity to decide what information in the case file he feels should be
introduced at the hearing. For example, a representative of Community
Legal Services, Philadelphia, Pennsylvania, attested that a client’s right to
full access to his case file before and during the hearing process is not always
respected, noting:

. . .45 C.F.R 205.10(a)(13)(i) alows for inspection of case files and
documents when there is a hearing, but is written in such a way that
most States feel that it only gives the recipient the right to inspect
such documents as are actually produced in evidence for the
hearing. This leads to significant problems, since a lot more
information may prove useful to the person, including any
exculpatory evidence that he may want to raise or that the
administration may know of . . . %

For another example, a manual for welfare advocates in New York
City prepared by Community Action for Legal Services, Inc. noted that
New York State and New York City policies regarding access to the case
record are more restrictive than Federal policy. For example, New York
City regulations provide that, upon request, the client or his authorized
representative is entitled to receive copies of only those portions of the

14 Testimony, Public Assistance and Socia Services Hearings, January 11, 1977, p. 587.
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client's record which would be “beneficial” to the client [18 New York Code
of Rules and Regulations (N.Y.C.R.R.) 357.3(c)] or which will be introduced
at a hearing. [18 N.Y.C.R.R 358.9(d) and 358.12 (a)] The manual advises
advocates that when access is denied, the denial should be raised as an issue
at the hearing.’s

The Commission aso received a written comment from the Land of
Lincoln Legal Assistance Foundation, Inc. (Danville, Illinois) citing its
attorneys inability to obtain full access to a client's case record. The
Foundation states that even when the client’s written authorization has been
obtained, the local department of welfare will not permit a client’s attorney
to examine any portion of the client record unless a notice of appea to
initiate a hearing has been filed with the department. After the notice has
been filed, according to this comment, the local department will allow
examination only of materia relating specifically to the issues raised in that
notice.

Even if full access to the case file prior to a hearing were in all cases
permitted, the applicant or recipient with no legally acceptable reason to
seek a hearing cannot currently be assured an opportunity to inspect his
record, and so can neither discover nor request correction of inaccuracies.
Moreover, except for these rights of access in connection with the hearing
procedure, the four major welfare programs are not required by Federal law
to permit a client to inspect records about himself, nor are other public
assistance and social services programs. Although in some instances
eligibility workers may, upon client request, give a client access to records
about himself, this is usualy at the sole discretion of the eligibility worker
involved with the case.

The Commission believes that without a general right of access a client
cannot make informed decisions about the use of information in a record by
others than the welfare agency, nor can he discover and request correction
of inaccuracies in the record before the information is used to his detriment.
The Commission believes that the right of access isan essential component
of fairness in record keeping and therefore recommends:

Recommendation (6):

That the Congress require States to provide by statute that a client
who is the subject of a record maintained by a public assistance and
social services agency shall have a right to see and copy that record
upon request.

The Commission recognizes that implementing the general right of
access may put additional administrative burdens and cost on the agencies
and individuals charged with welfare administration.s Data gathered by the
Commission indicates, however, that the advantages and protections

5 Community Action for Legal Services Inc., Manual for Welfare Advocates in New York,
New York, 1976, p. 125.

1 The Commission believesthat ifany fees for copying records are charged clients, they
should not exceed the actual cost of copying, and further, that fees should be closely related to
the ability of clients to pay them.
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afforded the client would for outweigh the additional burden, especialy if
agencies are alowed to set reasonable limits on the hours during which
clients may view their records. The Minnesota Data Privacy Act, for
example, gives individuals a right of access, with certain quaifications, to
information maintained about them by the State. Representatives of the
Minnesota Department of Public Welfare attested to the Commission that:

We anticipated that far more clients would ask to see their record
than we could possibly process. To our surprise, this multitude did
not materialize. As we took back on it now, we attribute the lack of
interest to the openness by which most of the counseling, therapy,
and casework operations are carried out by our local agencies. Our
agencies have kept clients reasonably well informed during our
involvement with them—how they will use the information, with
whom they will share it, et cetera—to the extent that most clients
probably don’t feel the record would tell them anything they don’t
aready know. . . ¥

The Commission expects that the openness which its other recommenda-
tions should foster will minimize clients' demands for access to their records.

The arguments presented to the Commission in ora testimony and
written comments brought out the need to qualify or deny the right of access
in certain situations. The Commission identified six kinds of situations
meriting special consideration:

1) Clients’ access to medical information. 2 Agency records on clients
may include sensitive information regarding a client’s physical or mental
hedth or status (e.g., information regarding the physical or mental
incapacity of an AFDC client). Allowing clients access to such information
might, in some instances, jeopardize their health or impede their recovery.
The Commission heard a number of recommendations that the right of
access be qualified when, in the opinion of a qualified medical professional,
full access might adversely affect the client. In such cases, an alternative
might be to assign the client’s right to full access to someone qualified to
represent him. When a medical record is the basis of an adverse
determination about a client, however. the Commission believes that it
should be available to him.x=

2) Parents’ access to records of minors. Should a parent or guardian be
granted access to the child's record? Should the minor be granted access?
Most of the opinions submitted to the Commission held that a minor who
seeks treatment on his own initiative (e.g., for family planning services, drug
rehabilitation) should have access to that record, especidly if State law
permits the minor to obtain treatment without the knowledge or consent of

7 Testimony, Public Assistance and Social Services Hearings, January 11, 1977. p. 764.

1 As noted earlier, the recommendations in this chapter are not intended to apply to records
maintained by medical-care providers rendering services to Medicaid and Title XX clients,
except insofar as they are used to determine eligibility. Recommendations regarding client
access to, and correction of, records maintained by medical-care providers are found in Chapter
7.

12 See Chapter 7 for additional discussion of this problem.
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his parents. Furthermore, it was argued that parents or guardians of such
minors be given access in such situations only upon the minor’'s authoriza-
tion. These arguments are based on the belief that a minor is likely to be
discouraged from seeking necessary treatment by the knowledge that his
parents will be notified that he is seeking the treatment and, especialy, if he
knows that his parents will have access to his records.

3) Access to adoption records. The Commission, which unfortunately
could not make a study of the specia problems involved in access to
adoption records, suggests that this matter be addressed in a special inquiry.

4) Clients” access to information submitted under assurance of confiden-
tiality. Agency administrators stressed to the Commission their belief that it
would be impossible for them to get the information necessary for the
detection of fraud if they could not promise the sources of such information
confidentiality. This is true primarily in cases in which the source is an
individual, rather than a record maintained by another agency or organiza
tion. Opinions differed as to whether or not both the source and the
information provided should be kept confidential. It was generally agreed,
however, that information provided by confidential sources should not be
used as the basis of an adverse decision about the client unless it could be
revealed to the client prior to, or during, a hearing. Implicit in this argument
is the Commission’s belief that an agency should adequately inform its
sources of information about the agency’s policies regarding the release of
information to the client. Furthermore, upon soliciting or accepting
information about a client from a source seeking an assurance of
confidentiality, the agency should determine whether the source would be
willing to have the information he supplied revealed to the client during a
hearing—that is, whether he is seeking an absolute guarantee of confiden-
tiality that extends not only to his name but to the information he supplies.
His decision will influence the uses to which the agency will be able to put
such information.

Arguments in favor of protecting the confidentiality of informants
indicate that confidential sources may be essentia in detecting and
investigating cases of child abuse and neglect. Agency representatives are
convinced that the very people who are in a position to know of abused or
neglected children would be unwilling and often afraid to report the
situation if they could not report in confidence. Those who report such cases
may have good reason to fear reprisal, especialy if the informant is a
member or close friend of the child's family.

5) Access during an investigation of a violation of laws relating to the
administration of a program. The argument for this exception is that allowing
clients suspected of fraud access to their records would give guilty clients a
chance to evade justice by concealing or destroying evidence or by
absconding.

6) Access to records covering more than one client. Public assistance and
social services records often contain information about more than one
individual. AFDC records, for example, deal with individuals as members of
an assistance unit: Food Stamp records treat individuals as members of
their household; and a services agency may keep a single record on several
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individuals who apply as a group. These records raise special access
problems. For example, which members of an assistance unit, household, or
treatment group have a right of access to the entire record? Does a member
have the right to the record's information concerning the other members, or
only the information on himself or herself? Has a minor a right of access to
information maintained on his parents?

The Commission found merit in the arguments for qualifying or
denying access in the situations described above. On the theory that the
States rather than the Federal government are best able to find reasonable
solutions to the problems they raise, the Commission recommends:

Recommendation (7):

That the Congress permit the States to enact provisions of law that:

(a) provide that a medical record may be disclosed either directly to
the client or through a medical-care professional designated by
the client, provided, however, that a client must be given direct
access to any medical-record information that is used to make a
determination about his eligibility;

(b) restrict a parent or guardian’s access to a minor’s record, or a
minor’s access to a record that contains information about him;

(c) provide that the source of information in a record, or the
information itself to the extent that it would reveal the identity
of the source, need not be disclosed to the client if the source is
an individual who has requested an assurance of confidentiality
or, absent such a request if disclosure can reasonably be
expected to result in harm to the source, provided, however, that
an adverse determination may not be based on information that
is not disclosed to the client;

(d) deny a client access to a record that is being used for an ongoing
investigation of a suspected violation by the client of a law
relating to the administration of the welfare program; and

(e) provide for segregation of idormation in records maintained
about multiple subjects so that a client may see only that
information in a record that pertains directly to him.

CORRECTION OF RECORDS

As in the other areas it has studied, the Commission believes that an
individua’s right to review records about himself is of little value unless a
procedure for correcting any erroneous information he may find is available
to him as a matter of right. If the client could inspect but not request
correction of information in records, inaccurate, outdated, irrelevant, or
incomplete information could be used by the welfare agency or others to
unfairly deny him a right, benefit, or opportunity. Accordingly, the
Commission recommends:
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Recommendation (8):

That the Congress require States to provide by statute that public
assistance and social services agencies will permit a client to request
correction or amendment of a record pertaining to him, and that the
agency must:

(@) promptly correct, amend (including supplement), or delete any
portion thereof which the individual can show is not accurate,
timely, relevant, complete, or within the scope of information
which he was originally told would be collected about him
except that in the case of a medical record, the agency shall
disclose to the client the identity of the medical-care provider
who was the source of the record, and, itthe latter agrees to the
requested correction, the agency must make the correction;

(b) assure that any corrections, amendments, or deletions are
reflected wherever information about the client is maintained
that is similar to that which has been corrected, amended, or
deleted; or

(c) inform the client of its refusal to correct, amend or delete part
of the record in accordance with his request and the reason(s)
for the refusal, permit the client to have the refusal reviewed at
a hearing, and permit a client who disagrees with the refusal to
correct, amend, or delete the record to have placed with the
record a concise statement setting forth his disagreement; and
further

(d) provide reasonable procedures to assure that corrections,
amendments, and deletions made pursuant to (a), or statements
of disagreement filed pursuant to (c), are made available to
prior and subsequent recipients of the record.

It should be noted that adoption of this recommendation would
broaden the conditions under which a client may request a hearing.
Currently, a client cannot obtain a hearing to challenge information unless
that information has been used as the basis of an adverse decision against
him. The Commission wishes to emphasize, however, that this proposal to
expand the use of the hearing process should not be interpreted as a license
for clients to contest earlier hearing decisions about the merits of cases,
dthough the correction of information may, of course, be relevant to a
future decision.

The injustices that may be perpetrated because clients lack a means of
forcing a welfare agency to correct information in their files which they
believe to be inaccurate, or to place in the file a statement of dispute, are
illustrated by the experience of Catherine Tarver. Tarver, an AFDC
recipient, learned that a caseworker's report in the file on her maintained by
the Department of Health and Social Services in the State of Washington
contained detailed allegations accusing her of child neglect. Shortly after the
report was written, Tarver had been exonerated of these charges by a
juvenile court. With this exoneration to back her, she asked the county
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Department of Public Assistance for a hearing to request it to correct its file,
but the Department refused. The Washington State Supreme Court
supported the Department, holding that the hearing provision was not
intended as a forum in which to litigate general grievances against the
Department’s administration of the welfare laws. [State ex rel. Tarver v.
Smith, 78 Wash. 2d 152, 470 P.2d 192 (1970); cert. denied, 402 U.S. 1000
(1971)]

Although adoption of Recommendation (8) would not mitigate such
past injustices, it would go far toward preventing future ones.

AcCcURACY, TIMELINESS, COMPLETENESS, AND RELEVANCE

The Commission recommends:

Recommendation (9):

That the Congress require States to provide by statute that public
assistance and social services agencies must have reasonable proce-
dures to assure that all records they use in making any determination
about a client are maintained with such accuracy, timeliness,
completeness, and relevance as is reasonably necessary to assure that
the records themselves are not the cause of an unfair determination.

Those who suffer when benefits are unfairly denied are not the
agencies, but people who are already experiencing hardship. Thus, it is clear
to the Commission that both the agency and its clients should share the
responsibility for assuring the accuracy, relevance, timeliness, and complete-
ness of the agency’s files. Clients have an obvious interest in seeing that the
responsibility is fulfilled, but the agencies obligation is nowhere spelled out
in Federal law. When benefits are unfairly denied because of carelessly kept
records, the affected person has only one formal, assured recourse: to ask
for a hearing where he can at least challenge the accuracy of the information
used as a basis for the adverse decision.

The Commission’'s recommendations regarding the genera right of
access and procedures for requesting correction would provide a second and
more comprehensive safeguard. Recommendation (9), above, provides a
third. For example, it would encourage agencies to investigate third-party
source information before entering it in a record or relying on it to make a
judgment, and might prompt agencies to take the obvious step of asking the
client to explain or document information that may be inaccurate before
incorporating it in the file.

It should be noted that many agencies are consciously attempting to
modify the traditional practice of routinely including in a case file not only
the worker's professional assessment of the client’s circumstances, behavior,
and needs, but also notes on amost everything that transpires between
worker and client. While that practice may sometimes work to the client's
best interest, it often means that irrdlevant and extremely subjective
judgments become part of the file. Such judgments ate useful only to the
extent that social workers have been trained to recognize information
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pertinent to the case, and not all personnel employed by public assistance
and socia services agencies have such training. This is increasingly true of
eigibility workers, many of whom have had no professiona training.

Comments received by the Commission indicate that many agencies
currently consider fulfilling their responsibility for accuracy, timeliness,
completeness, and relevance as fully consistent with sound public assistance
and socia services delivery practices. For example, the lowa Department of
Social Services noted that acceptance of such responsibility:

. would appear to be the practice in any agency which follows
personal and professional, accepted ethical standards, and which
complies with an effective administrative procedures act, especialy
concerning contested cases.

Expectation of Confidentiality
DiscLOSURE OF CLIENT RECORDS

Any comprehensive revision of Federal policy on disclosure must start
with an assessment of the adequacy of present restrictions. In considering
the matter of confidentiality, the Commission was guided by the principle
that records about individuals should not be disclosed for purposes
incompatible with those for which they were compiled without the consent
of the individual, except as specifically authorized by law.

The Commission was not able to analyze the statutory constraints on
the use or disclosure of information about clients in all of the federally
assisted programs. A review of some of these laws, however, was enough to
show that coverage is distinctly uneven. For example, there are no
provisions on confidentiality in the laws regarding the Nationa School
Lunch Program, Maternal and Child Health Services, and Services for
Crippled Children. By contrast, the regulations governing Juvenile Dedlin-
guency Prevention Programs require that records about youths served by

these programs “shall be held to be confidential.” and the “. . . use of such
information and records shall be limited to purposes directly connected with
the system. . . .” [45 C.F.R. 1350.61(c)]

There are aso variations in the statutes governing the four programs
studied in detail. While Federal statutes and regulations require State plans
for carrying out AFDC, Medicaid and Title XX Social Services programs to
include certain provisions dating to the confidentiality or program records.
the specific requirements are not the same for al three. Thus, a State plan
for AFDC must prescribe restrictions on the use or disclosure of informa-
tion concerning applicants or recipients to purposes directly connected
with:

the administration of the AFDC, Child Welfare, Work
Incentive, Medicaid, Social Services, or Supplemental Securi-
ty Income programs:

2 Submission of Commissioner, lowa Department of Social Services, Public Assistance and
Socia Services Hearings, January 11,1977, p. 5.
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. any investigation, prosecution, or criminal or civil proceeding
conducted in connection with the administration of any such
plans or programs; and

. the administration of any other Federal or federaly assisted
program which provides assistance in cash or in kind, or
services, directly to individuals on the basis of need. [42
U.S.C. 602(a)(9)]

The AFDC statute also prohibits disclosure of individually identifiable
infformation about clients to any committee or legidative body. Under
another provision of Federal law, a State may, notwithstanding the
confidentiality provisions cited above, enact a law making the names of
AFDC recipients and the amount of assistance they receive available to the
public. Finaly, DHEW regulations governing the AFDC, Medicaid, and
Title XX Social Services programs provide that:

In the event of the issuance of a subpoena for the case record or for
any agency representative to testify concerning an applicant or
recipient, the court’s attention is called, through proper channels, to
the statutory provisions and the policies or rules and regulations
againgt disclosure of information. [45 C.F.R. 205.50(a)(2)(iv)]

Agency officials are apparently successful in contesting such disclosure in
most, but not all, cases.

The Federal statute governing the Medicaid program provides that a
State Medicaid plan must:

provide safeguards which restrict the use or disclosure of informa-
tion concerning applicants and recipients to purposes directly
connected with the administration of the plan. [42 U.S.C.

1396a(a)(7)]

The Social Security Act also contains restrictions on the use of information
concerning Title XX Social Services clients, namely:

the use or disclosure of information obtained in connection with
administration of the State's program for the provision of the
services [funded under Title XX] concerning applicants for and
recipients of those services will be restricted to purposes directly
connected with the administration of that program, the plan of the
State approved under part A of Title IV [AFDC], the plan of the
State developed under part B of that title [Child Welfare Serviced],
the Supplemental Security Income program established by Title
XVI, or the plan of the State approved under Title XIX [Medicaid].
[42 U.S.C. 1397b(d)(1)(B)]

Finally, the Federal statute establishing the Food Stamp program
provides that a State Food Stamp plan must include:

safeguards which restrict the use or disclosure of information
obtained from applicant households to persons directly connected
with the administration and enforcement of the provision of [the
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Food Stamp Act] or the regulations issued pursuant to [the Act]. [7
U.S.C. 2019(e)(3)]

The Commission reached severa conclusions about the adequacy of
current disclosure policy.

1) Federal disclosure policy for federally assisted programs is neither
consistent nor comprehensive. While the four programs the Commission
studied in detail do contain restrictions on disclosure of program records,
some of the other federally assisted programs do not, and the policies of still
others are inconsistent with those of the major programs.

For example, Federal policies on disclosure of alcohol and drug abuse
treatment records [42 U.S.C. 4582 and 21 U.S.C. 1175] differ from those
applicable to records maintained under the Title XX program, which aso
funds acohol and drug abuse treatment services. Thus, there has been
confusion about what rules should be applied to a treatment provider who
receives funding from Title XX as well as other Federa government
sources.z

For another example, the statutes and regulations governing the
provision of legal assistance under grants made by the Legal Services
Corporation contain one provision relating to confidentiality, namely that:

. neither the [Legal Services] Corporation or the Comptroller
General shall have access to any reports or records subject to the
attorney-client privilege. [42 U.S.C. 2996h(d)]

By contrast, the statute governing confidentiality of Title XX legal services
records also limits permissible disclosures for non-Title XX purposes but
permits the imposition of reporting requirements that would, in the opinion
of some groups, violate the attorney-client privilege.

For a third example, family planning assistance is provided under Title
X of the Public Hedlth Service Act, and aso under Title XX of the Socid
Security Act. Regulations implementing Title X provide that:

Each grant award is subject to the condition that all information
obtained by the personnel of the project from participants in the
project related to their examination, care, and treatment, shall be
held confidential, and shall not be divulged without the individua’s
consent except as may be required by law or as may be necessary, to
provide service to the individual. [42 C.F.R. 59.10]

This provision for confidentiality differs from the one found in the Title XX
Statute

Finally, regulations governing services to individuals under the Older
Americans Act provide that:

. . the State agency will take steps to insure that no information

2 Section 2003(f) of the Social Security Act currently provides that “The provisions of
Section 333 of the Comprehensive Alcohol and Alcoholism Prevention, Treatment, and
Rehabilitation Act of 1970 [pertaining to the confidentiality of records] shall be applicable to
services provided by any State pursuant to his title with respect to individuals suffering from
drug addiction or acoholism.”
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about, or obtained from, an individual, and in possession of an
agency providing services to such individual. . . shal be disclosed
in a form identifiable with the individua without the individua’s
informed consent. [45 C.F.R. 903.139]

This regulation is significantly stricter than those applicable to records
about senior citizens services provided under Title XX.

2) By applying different disclosure criteria tofederally assisted and non-
federally assisted programs. Federal disclosure policies erect a statutory barrier
that hampers the work of both. For example, AFDC program records may
circulate to other federally assisted programs, however remote in purpose
from the AFDC program, but disclosure to a program funded solely by a
State is prohibited without client consent, even when the aims of the State
program are closely allied with those of AFDC. Similarly, Title XX records
may be circulated freely among Title XX providers of quite unrelated
services but not to a State-funded social services program without the
client's consent.

3) Inallfour main programs, the same disclosure restrictions apply to both
factual data regarding on individual’s eligibility and level ofneed (e.g., income,
assets, resources, number of children), and the record ofa client’s physical or
mental condition. Thus, sensitive information regarding an AFDC recipient’s
physical incapacity may be disclosed just as freely as the simple fact that the
recipient has three children. Failure to establish different criteria for
different categories of information encourages either undue restriction of
factual data needed for effective program administration, or inappropriate
disclosures of sensitive material which may derive from subjective judg-
ments.

The Commission found a need for a comprehensive policy on client
record disclosures that would apply uniformly to all public assistance and
social services records maintained by State and local government agencies.
if the rights of clients are to be consistently protected and if welfare
programs are to be effectively administered. It then addressed the question
of how to formulate such a policy, and what it should cover.

The Commission considered recommending that Congress enact a
detailed statute regulating disclosures of records maintained by al assis
tance and services agencies receiving Federal funds. It rejected this solution
for several reasons:

* the differences in State programs and their administration
made it unlikely that the Commission could formulate a
workable single policy;

° a detailed Federal policy would tend to frustrate innovative
State records-management practices, such as the development
of multi-purpose application forms and integrated manage-
ment information systems;

* any detailed Federal policy would undoubtedly conflict with
State fair information practices statutes that apply to welfare
records as well as to other State agency records; and

* a single policy could not reflect the different trade-offs
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different States would make between confidentiality and other
values.

Instead of a detailed Federal policy, the Commission has chosen to
recommend broad Federal guidelines which leave latitude for the States to
arrive at their own specific policies. Accordingly, the Commission recom-
mends:

Recommendation (10):

That the Congress provide by statute that no disclosures of records
about a public assistance or social services client may be made
without the authorization of the client, unless disclosure has been
specifically authorized by State statute, which must contain:

(a) provisions dating to the permissible uses and disclosures of
individually identifiable information about clients for purposes
related to the administration and enforcement of the specific
program for which the information was acquired, as well asfor
purposes related to the administration and enforcement of other
public assistance and social services programs for which the
individual has applied, is required to apply, or may be eligible;

(b) a prohibition on the disclosure of individually identifiable
information abut clients to members of the public and to
legislative committees:

(c) a prohibition on the use or disclosure of individually identifiable
information about clients for purposes unrelated to the provi-
sion of public assistance and social services without the consent
of the client, provided, however, that:

(i)  disclosure necessary to assure the health or safety of the
client or another individual in compelling circumstances
may be permitted;

(i)  disclosure made pursuant to a court order may be
permitted if the agency has contested the order, provided,
however, that adequate notice and ability to participate in
any action regarding the order has been provided the
client if the client is the subject of the investigation or
prosecution in furtherance of which the court order is
issued; and

(iif)  disclosure for a research or statistical purpose may be
permitted, provided, however, that:

(A) the agency maintaining the information ascertains
that use or disclosure in individually identifiable
form is necessary to accomplish the purpose for
which disclosure is made;

(B) further use or disclosure of the information or
record in individually identifiable form is prohibited
without the express authorization of the agency or
the client;
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(C) reasonable procedures to protect the record or
information from unauthorized disclosure are estab-
lished and maintained by the recipient, including a
program for removal or destruction of identifiers;
and
(D) the agency determines that the research or statisti-
cal purpose for which any disclosure is to be made is
such as to warrant risk to the individual from
additional exposure of the word or information;
(d) provisions stating which redisclosures of individually identifi-
able information may be made by agencies or persons autho-
rized to obtain such information; and
(e) @ requirement that all permissible disclosures be limited to
information that is necessary and relevant to the purpose for
which disclosure is made, including those disclosures made for
collateral verification purposes.

Finally, the Congress should provide that when enacted, the required
State statute shall constitute the sole authority for disclosures of
client records maintained by public assistance and social services
agencies receiving Federal funding except that 42 U.S.C. 4582 and 21
U.S.C. 1175, regarding the confidentiality of alcohol and drug abuse
treatment records, will continue to be in force.

The Commission feels that this recommendation outlines a sensible
approach to the complex problem of handling the disclosure of client
records. These recommendations seek to resolve problems created by
inconsistency in Federa confidentiality policies by requiting each State to
develop a comprehensive statute tailored to the State's particular needs.
regulating disclosure of records about clients of all federally assisted
programs operating in the State, as well as of other programs operated
within the State by agencies that receive Federa funds. The Commission
believes that the State, rather than the Federal government, is best able to
define specifically the limits of permissible disclosure within broad limits set
by Federal law for al the States. The Federal government cannot be
expected to appreciate fully the particular needs which guide each of the 50
States in administering its programs, nor can the Federa government
respond as effectively as the States to future changes in these particular
needs.

On the other hand, the recommended measures do not give the States
a license to ignore a client’s right to be treated fairly. Three features of the
recommendations seek to assure that the policies formulated by the States
will be fair to the individual.

First, the recommended process for States to follow in formulating
their policies provides for public participation. Specifying that the policies
be enacted into statute means that their adoption must follow the legidative
process, and that they will not be changed without public involvement. The
Commission’s general recommendations further require public hearings to
procede enactment of such a State statute.
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Second, the recommended measures require State statutes to be
faithful to a key principle of fair information practice—that information
acquired for one purpose should not be used for an unrelated purpose
without the individual’s consent, either actual personal consent or consent
as collectively arrived at through the legidative process. Thus, the recom-
mended measure requires that a State's statute forbid disclosures of public
assistance and socia services records without the consent of the individual
to whom they pertain, unless such disclosure is specifically authorized by
statute. The authorizations in the statute should be sufficiently specific so
that clients will either know or can find out the particular purposes for which
information about themselves will be used.

Finaly, the recommended Federa statute would require States, in
enacting their own statutes, to adhere to minimum standards regarding
pemissible disclosures. As long as a State's statute complies with these
recommended standards, State legislators can incorporate into their statute
those disclosure policies that reflect their own State's administrative needs
and citizen concerns. The Congress could, of course, require that States
enact provisions of law that permit Federal auditors to have access to
welfare records. In that regard, the Commission urges the Congress to follow
the recommendations set forth in Chapter 9 for government access to
records.

The recommended measure allows States to enact statutes which
permit disclosures without client consent within the welfare system. It would,
however, prohibit disclosure of individualy identifiable records to the
general public or to legislative committees, or for purposes unrelated to the
provision of public assistance and social services, except under certain
narrow conditions. Disclosures of client records without authorization
would be permitted under compelling circumstances affecting the health or
safety of the client or another individual, and for use in research or
dtatistical activities. In cases in which a court order isissued to an agency for
a client record, the recommendation would permit disclosure in response to
the court order only if the agency contested the order, and if the client who
is the subject of the record were given notice and an opportunity to
participate in any proceedings regarding the order. Notice to, and
participation by, the client would be required only if he is the subject of the
investigation or prosecution for which the court order is issued. Moreover,
the Commission understands that the States, in enacting the recommended
statute, may well wish to limit the number of record subjects who would
receive notice when the record being sought contains information abut all
the members of an assistance unit or household.

These prohibitions on disclosure are generally consistent with existing
Federal and State disclosure policies, except insofar as States are currently
free to pass statutes making certain information about AFDC recipients
available to the general public. The Commission found no compelling
arguments supporting disclosure to the public that outweighed the possible
harm or embarrassment that would result if a recipient’s name and amount
of assistance were publicly available.

Another recommendation—that States be required to apply the same
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safeguards as in federaly assisted programs to client records of programs
that are not federaly assisted but that are maintained by agencies receiving
Federal funding—would assure consistency in al a State agency’s public
assistance and social services record-keeping activities. It would also
facilitate necessary flows of information between federally assisted pro-
grams and those in which there is no Federal involvement.

The Commission believes that in enacting the recommended statute,
States may wish to apply different—probably more restrictive—disclosure
standards to subjective or judgmental information regarding a client's
mental or physica headth or status than to factual information regarding
eigibility. The Commission would approve of an approach that takes into
account the relative sensitivity of different types of information.

Another important principal reflected in Recommendation (10) is that
no more information should ever be disclosed than the minimum necessary
to accomplish the purpose for which disclosure is made. As noted earlier,
this is crucial when collateral verification of information supplied to the
agency by the client is necessary.

Examples of the benefits to be expected from adoption of the
recommended measures are not hard to find. California, for example, has a
State-funded program for providing cash assistance to intact families with
an unemployed father or mother. The eligibility criteria for this State
program are more liberal than those of the Federal AFDC-Unemployed
program, which California also administers. A single family—whose
situation with respect to employment may vary from month to month and
thus who may qualify under different programs in successive months—may
one month receive a check partially paid for out of Federal funds, and the
next month one financed solely by the State treasury. The client may not
realize who is footing the bill from month to month. There is only one case
record about such a family—that is, there is not one record of the family's
eighility for Federal help and another of its eligibility for the State
program. AFDC case records cannot, however, by Federa law, be used in
the administration of a solely State-financed assistance program. The
recommended measure would eliminate such problems of technical compli-
ance with detailed Federal requirements and few people would argue that an
outcome reinforcing present practice in this case would represent an
unwarranted invasion of the client's privacy.

Another example concerns the development of multi-purpose applica-
tion forms. Where there is a common set of data elements used to determine
a client’s €ligibility for severa programs, it would clearly be economical to
collect such information on only one form. Such simplification would be
welcomed by clients as well as by agencies. Some States, in fact, have been
trying to develop such a form. Their efforts may be impeded by the fact that,
for example, information abut Food Stamp eligibility may not be disclosed
to persons unrelated to the administration of the Food Stamp program, so
that a multi-purpose application might violate the Federal Food Stamp
disclosure law.

If the Commission’s sampling of Federal confidentiality laws is a fair
indication, the minimum protections guaranteed by the recommended

15-36



PERSONAL PRIVACY IN AN INFORMATION SOCIETY

measure would not significantly reduce any protections individuals current-
ly enjoy. In one special area, however, it might be argued that the form of
the recommended measure might create the risk of undermining privacy
rights. The argument concerns acohol and drug abuse treatment records.
Because these kinds of records are extremely sensitive, and because
individuals with problems relating to use of alcohol and drugs must be
encouraged to seek needed treatment, the Federa government has fomulat-
ted very restrictive policies regarding permissible disclosures of alcohol and
drug abuse treatment records. The Commission recommends that these
policies not be modified, and further, that they continue to apply to acohol
and drug abuse treatment records maintained by every program receiving
any Federal funds (including Title XX funds), whatever the provisions of
State statutes.z

Notification of Rights

The Commission believes that in order for a client to exercise the rights
its recommendations would establish, he must be cognizant of those rights.
and of agencies' information management practices. Therefore, the Com-
mission recommends:

Recommendation (11):

That the Congress require States to provide by statute that public
assistance and social services agencies must inform each client in
plain language of:

(@) the kinds of records that the agency maintains, and the purposes
for which the information in those records may be used;

(b) the client’s right to see, copy, and request correction ofa record
about himself;

() whether information requested of the client by the agency must
be provided as a condition of eligibility for public assistance and
social services, or whether providing it is voluntary;

(d) of the agency’s procedure regarding collateral verification [as
required by Recommendation (4)], including its use of inter-
agency and inter-jurisdictional data exchanges; and

(e) the provisions of the State statute governing disclosure.

Regulations currently applicable to the AFDC and Medicaid pro-
grams dready provide that agencies must inform applicants about their
rights and obligations under the program. They require that applicants be
notified, either in written form, or orally when appropriate, of the coverage,
eligibility, and scope of the program, of related services available to them,
and the rights and responsibilities of applicants for and recipients of
assistance. To fulfill this requirement agencies must develop bulletins and
pamphlets which explain the rules of eligibility and appeals in simple,

2 The statutory requirements for confidentiality of drug and alcohol patient records are
foundat 42 U.S.C. 4582 and 21 U.S.C. 1175.
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understandable language. Such bulletins or pamphlets must be publicized
and available in quantity. [45 C.F.R 206.10(a)(2)(i)]

Thus, there is already some precedent for requiring agencies to notify
clients of their rights. Comments received by the Commission indicate that
giving the recommended notice of an agency’s record-keeping policies and
practices would not create excessive administrative burdens for agencies.
The Commission believes that the recommended notice should be made
available to clients in their primary language wherever possible.

Subsection (c) of the above recommendation reflects the Commission’s
concern that to limit intrusiveness, clients should know whether they are
required to disclose information about themselves as a condition of
receiving assistance, or whether disclosure is voluntary.

Remedies for Violations of a State Statute

The Commission believes that a State statute regarding fair informa-
tion practice in welfare record keeping would not be complete if it did not
provide remedies and penalties for violation of its requirements. According-
ly, the Commission recommends:

Recommendation (12):

That the Congress require the States to provide by statute that
appropriate remedies and penalties will be available in cases in which
a public assistance or social services agency violates a provision of the
State fair information practice statute.

Although the Commission feels that the States are best able to determine
what type of remedies and penalities are appropriate, it believes that its
suggested amendments to the civil remedies and crimina penalties sections
of the Privacy Act of 1974 represent a model for the kinds of statutory
provisions the States would be required to enact.z

CHILD SUPPORT ENFORCEMENT

There is one area of public assistance and social services record
keeping that seemed to merit the Commission's special attention: record
keeping carried out in connection with Child Support Enforcement
activities. The Commision promised to address this issue in its June, 1976
report on Federal Tax Return Confidentiality.

Although the recommendations thus far made in this chapter are
intended to apply to Child Support Enforcement programs, they do not
address all of the special record-keeping issues that arise in that particularly
controversial area. Therefore, the Commission includes below a brief
description of the program and severa specific recommendations that apply
only to it.

Part D of Title IV of the Social Security Act authorizes Federa grants

= See Chapter 13 for a discussion of the suggested revisions.
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to the States for the purpose of locating absent parents who have defaulted
on their child support obligations, for establishing the paternity of children
for whom child support may be owed, and for enforcing child support
obligations. To be eligible for Federal grants for these purposes, a State must
establish a State Child Support Enforcement agency and a State Parent
Locator Service within the agency. The agency’s functions may be
performed either by that agency or by law enforcement officials (e.g., district
attorneys, State attorneys general) who have entered into cooperative
agreements with the agency. The agency may also contract with private
investigatory agencies for assistance in locating absent parents.

In addition to providing Federal financial assistance for State child
support enforcement activities. Title IV-D established an Office of Child
Support  Enforcement within the Department of Health, Education, and
Welfare to oversee States administration of the program, as well as a
Federal Parent Locator Service within that Office to aid in the location of
absent parents. Although the primary purpose of the Child Support
Enforcement program is to find the parents of children who are AFDC
recipients and to see that they fulfill their parental obligations, the State
Child Support Enforcement agencies and the Federal Patent Locator
Service (PLS) may make their services available, for a fee, to individuals
who are not AFDC recipients.

Title 1V-D of the Socia Security Act does not prescribe statutory
standards for the safeguarding of information obtained by State Child
Support Enforcement agencies. Federal regulations provide that States,
pursuant to State statutes which impose legal sanctions, shall apply the same
limitations on the use or disclosure of information concerning applicants
and recipients of child support enforcement services as are prescribed for
AFDC records. [45C.F.R. 302.18] Additionally, the regulations require that
al requests for information from a State to the Federal Parent Locator
Service shall include a statement, signed by the head of the State Child
Support Enforcement agency or his designee, affirming both that informa
tion obtained from the Federal Parent Locator Service will be treated as
confidential and safeguarded pursuant to the requirements of the AFDC
confidentiality regulations, and ‘that the State agency will take protective
measures to safeguard information transmitted to and received from the
Federal Parent Locator Service [45 C.F.R. 302.70(e)(2) and (3)].

The Commission finds that these regulations do not adequately
safeguard the information collected by State IV-D agencies about the
individuals being sought. The regulations only place limits on the use and
disclosure of information about absent parents obtained from the Federal
PLS, and do not apply to information regarding absent parents obtained by
State agencies from State and local sources.

Information on missing parents is collected by State and local AFDC
offices, and by the State Child Support Enforcement agencies. Both ask a
client for basic identifying information such as the name, address, and
Social Security number of the absent parent. In addition, clients may be
asked about the absent parent’'s work and socia life. For example, in
Michigan a “support speciaist” responsible for locating an absent parent
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must, as the first step of the location procedure, ask for information
including, but not limited to, the absent parent’s employment, occupational
skills, work shift, date and place of marriage, physical description, names of
creditors, names and addresses of friends or relatives, arrest record, and
memberships in fraternal organizations. In addition to the information
obtained from the client, and from the AFDC office, the record will include
any information that can be gathered from other sources contacted in the
course of the location effort.

The Commission believes that the standards regarding confidentiality
currently contained in regulations should be embodied in statute, so that
they can be changed only by the legislative process, and not at the discretion
of agencies. Moreover, the Commission believes that information about
absent parents, as well as AFDC clients, should be subject to these statutory
safeguards, and that the use of information about absent parents obtained
from the Federal Parent Locator Service should be confined to the purposes
for which the State acquired it.

Consistent with these findings, the Commission recommends:

Recommendation (13):

That the use and disclosure of information obtained on applicants for
and recipients of child support services as well as on alleged absent
parents should be subject to the same statutory disclosure policy
called for by Recommendation (10). Furthermore, Congress should
require by statute that information obtained by State agencies from
the Federal Parent Locator Service regarding absent parents may not
be disclosed for purposes unrelated to the establishment of paternity,
the location of the parent, or enforcement of child support obligations,
except to the extent that disclosures of such information result from
court proceedings.

The Commission aso believes that Section 454(8) of the Social
Security Act, which mandates that States utilize all sources of information
and available records should be qualified to except explicitly the classes of
information which may not be disclosed under State or local laws. If, in the
judgment of a State legidature, the nature of certain data warrants holding
that data confidential, the State Parent Locator Service should be required
to respect the legidature's judgment, and should not be held not to be in
compliance with Federal law for doing so. For example, the Commission
learned during its Tax Return Confidentiality hearings that an Ohio tax
statute [Ohio Revenue Code 85747.18] holds data maintained by the State
Department of Taxation confidential. The Ohio Department testified before
the Commission that it refuses requests for information from the State PLS.
In written testimony a representative of the Ohio Department of Taxation
noted:

. some provisions of the Federa welfare laws, specificaly the
parent-locator service provisions, encourage, if not require, efforts

x State of Michigan, Office of Standards and Investigation, Item CR-240, September 8, 1976.
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to use State tax department files. This latter is a dangerous
precedent, because once that first breach of confidentiaity is
legitimized, the legidative branch of both State and Federal
governments will find it easier to create other special cases. Such
legidation should not be encouraged.>

The Commission concurs with this opinion and therefore recom-
mends:

Recommendation (14):

That the Congress amend Title 1V-D of the Social Security Act to
provide that the provision requiring States to “utilize all sources of
information and available records™ [Section 454(8)] not be construed
to override State and local laws prohibiting the disclosure of certain
types of information unless these laws have made provision for
disclosure to the State Parent Locator Service.

The Commission also objects to Section 453(e)(2) of the Social
Security Act which provides that, notwithstanding any other provision of
law, Federal agencies shall supply information to the Federal Parent
Locator Service (PLS). The only exceptions to this provison are for
disclosures to the Federa PLS that would contravene national security or
the confidentiality of census data® The Commission believes that when
other provisions of law dictate that the use or disclosure of certain
information be restricted, and when such provisions do not explicitly allow,
by exception, for release of information to the Federal PLS, the Federal PLS
should not be permitted access to that information. Furthermore, the
Commission strongly believes that Federal agency information available to
the PLS should be limited to the minimum necessary to aid in the location of
absent parents, and should not involve additional information regarding, for

example, the individual’s income or assets Accordingly, the Commission
recommends:

Recommendation (15):

That the Congress amend Section 453(e)(2) of Title 1V-D of the
Social Security Act to provide that Federal agencies maintaining
information which, by other provisions of law, has been deemed to be
confidential, shall not be required to provide that information to the
Federal Parent Locator Service (PLS), unless disclosure to the
Federal PLS is specifically authorized by a Federal statute that
specifies the agency that may disclose information to the PLS; and

= \Written statement, Federal Tax Return Confidentiality, Hearings before the Privacy
Protection Study Commission, March 12,1976, p.3.

% |n testimony before the Commission, Office of Child Support Enforcement officials
testified that, although the Federal Parent Locator Service may utilize al Federal sources of
information, it currently relies primarily upon the Socia Security Administration, the Internal
Revenue Service, and the Department of Defense.

2 See Chapter 14 for a further discussion of this topic.
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further, that the Congress limit disclosures of information by Federal
agencies to the PLS to the minimum necessary to locate the absent
parent (e.g, place of employment and home address).

These two recommendations reflect the Commission’s conviction that
no law regarding the gathering of information should override all other laws
regarding confidentiality. Instead, policy makers formulating laws on the
disclosure of the kinds of records that the PLS would find useful should be
required to decide explicitly whether the PLS should have access to each
type of record. Such a decision would require legislators to weigh all of the
considerations involved, including the interests at stake in child support
enforcement, and would assure that child support enforcement is not
automatically viewed as paramount to all other considerations.

TECHNICAL ASSISTANCE FOR THE STATES

Lacking any comprehensive Federal and State fair information
practice policy, Congress and the Federa agencies have been compelled to
develop policies in special areas where the absence of record-keeping
policies is especially risky, most notably in the areas of acohol and drug
abuse treatment and child abuse and neglect prevention and treatment. In
these two areas, Congress has enacted statutes and Federal agencies have
developed regulations dealing with permissible uses and disclosure of
records about individuals. The Commission’s recommended measure on
disclosure, Recommendation (10), would supersede other Federal policies on
confidentiality, except in the case of alcohol and drug abuse treatment
records, and would require States to enact their own comprehensive
confidentiality statutes. Although some may contend that this measure
would ultimately lessen privacy protection for clients, the Commission
expects that States are as sensitive as the Federal government has been to
the need to control carefully the dissemination of such information.

Nevertheless, not al of the States have had extensive experience in
preparing this kind of legidlation. Many Federal agency employees are
intimately familiar with the policy issues that arise not only in the two areas
cited above, but also in other areas where sensitive records are created with
the help of Federal financing. The States, particularly those for which fair
information practice is a novel concept, may find this experience most
useful.

Therefore, the Commission recommends:

Recommendation (16):

That the Congress require the heads of all Federal agencies funding
public assistance and social services programs to provide assistance to
the States in developing their fair information practice statutes.

The Commission feels that such assistance could be provided by, for
example, a committee made up of representatives of all appropriate Federal
agencies which would meet with State legislators and other concerned
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citizens to advise them in developing the State statutes required by the
recommended measures. Assistance might also take the form of grants to
consortiums made up of representatives of clients' groups, State and local
government agencies, and State legidatures to serve as information
clearinghouses, and to draft model statutes for the States.

* * * * * * *

Adoption of the Commission's recommendations with respect to
public assistance and socia services record keeping would, in the Commis-
sion’s judgment, simplify the administration of the many programs and
provide a reasonable balance between the demands of effective program
administration and legitimate rights and interests of clients.
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Fairness

PATIENT Access To MEDICAL RECORDS

As noted earlier, one of the issues on which medical-care providers are
least in agreement is whether a patient should be allowed to see and copy a
medical record about himself. Nine States currently grant a patient the right
to inspect and, in some instances, obtain copies of his medical records.
Colorado clearly has the most liberal statutes in that they apply not only to
hospital records, but aso to records kept by private physicians, psycholo-
gists, and psychiatrists. The Colorado statutes grant the patient the right to
obtain a copy of his records for a reasonable fee, without resort to litigation,
and without the authorization of physicians or hospital officiasst An
Oklahoma statute permits the patient to inspect and copy his medical
records in both the hospital setting and the physician’s offices The
difference between the Oklahoma and Colorado laws lies in the status of
psychiatric records. Colorado provides for patient access to psychiatric
records following termination of treatment, while Oklahoma excludes
psychiatric records altogether.

Other States recognize a much narrower right of access. Florida law
gives the patient the right to obtain copies of al reports of his examination
and treatment, but applies only to records maintained by physicians, with
no mention of hospital recordss: By contrast, the statutes of Connecticut,

st Colo. Rev. Stat. § 25-1-801.
2 Okla. Stat. Ann. tit. 76, § 19.
s Fla. Stat. Ann. § 458.16.
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Indiana, Louisiana, and Massachusetts cover only a hospital record, and
make no mention of records maintained by physicians.> Mississippi and
Tennessee require the patient to show good cause before he can have access
to his hospital recordss Ten States (lllinois, Maine, Missouri, Montana,
Nevada, New Jersey, New Mexico, North Dakota, Utah, and Wisconsin)
have vaguely worded statutes or regulations® that allow a patient, relative,
physician, or attorney access to the patient's medica records. Of these 10
states, Nevada and New Mexico apply only to mental-health records. In
New York, the patient need be shown only enough of the hospital record to
indicate which physicians have attended him,s and in Ohio the hospital
determines how much of the medical record the patient may sees In
Arizona the administrator or attending physician must consent before a
patient can inspect his hospital records.»

In several other States legidation is now pending that would create a
right of access for a patient similar to the one provided by the Privacy Act of
1974, i.e, a right to see and copy a medical record about oneself except in
special situations.

The subsection of the Privacy Act that specifically refers to medical
records states:

In order to carry out the provisions of this section, each agency that
maintains a system of records shall promulgate rules . . . which
shall . . . establish procedures for the disclosure to an individual,
upon his request, of his record or information pertaining to him,
including specia procedures, if deemed necessary, for the disclo-
sure to an individual of medical records, including psychological
records pertaining to him. [5 U.S.C. 552a(f)(3)]

The Office of Management and Budget guidelines for implementing the
Privacy Act quote the legidative history of this provision as follows:

If in the judgment of the agency, the transmission of medica
information directly to a requesting individual could have an
adverse effect upon such individual, the rules which the agency
promulgates should provide means whereby an individual who

s Conn. Gen. Stat. Ann. § 4.104(1969); Ind. Code Ann. § 34-3-15.5-4; La. Rev. Stat. Ann. §
44.31(1951); Mass. Gen. Laws Ann. ch. 111 § 70(1971).

5 Miss. Code Ann. § 7146-53 (Supp. 1971); Tenn. Code Ann. § 53-1322.

s |1l Ann. Stat. ch. 51 § 71; Maine: Letter from Robert B. Calkins, Assistant Attorney
General to the Secretary’s Commission on Medical Malpractice, June 19, 1972; Missouri
Division of Health, Hospital Licensing Law, ch. 197; Montana Board of Health Regulations,
§31.106; Nev. Rev. Stat. §433.721; N.J. Stat. Ann. §30:4-24.3; N.M. Stat. Ann. §32-2-18; N.D -
Rules and Regulations for Hospitals and Related Ingtitutions R. 23-16-8S.1-3; Utah Code
Ann. §64-7-50; and Wis. Stat. Ann. §269.57(4).

s N.Y. Official Compilation of Codes, Rules and Regulations, 88 720.20(p)(1971).

% Wallace v. University Hospital, 171 Uhio St. 487, 172 N.E.2d 459(1961).

s Arizona Hospital Association Consent Manual, 1969.
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would be adversely affected by receipt of such data may be apprised
of it in a manner which would not cause such adverse effects.s

While the Privacy Act recognizes an individual’s undeniable right to
see and copy a medical record about him maintained by a Federal medical-
care facility, it clearly allows specia procedures where direct access could be
harmful to him. The guidelines are vague about when special procedures are
justified and silent about what they may be. Thus, it should not be surprising
that the special procedures developed by the different agencies are not the
same.

The Department of Health, Education, and Welfare has the most
liberal procedures, providing for indirect access to records through a
responsible individual, not necessarily a medical professional, designated by
the patient. The Department of Defense procedure requires that arrange-
ments be made for release of the record to a physician of the patient’s
choice. The Veterans Administration takes a middle ground, requiring that
medical records containing “sensitive information” be “referred to a
physician or other professional person with the necessary professional
qualifications to properly interpret and communicate the information
desired.” The one caveat provided is that the selectee must either meet VA
professional  standards or be licensed in the appropriate professional
Specialty &

The Commission’s hearings failed to produce evidence that one
procedure was more effective than another in protecting patients from any
adverse consequences that might result from obtaining their medica
records. Not one witness was able to identify an instance where access to
records has had an untoward effect on a patient's medical condition. While
the Department of Defense special procedure is clearly the most restrictive,
DOD representatives estimated that the Department had released a record
to a physician, rather than to the individual directly, in less than one percent
of the cases where access had been requested.

The Commission considered a number of proposals for a specia
procedure to be followed when direct access might harm the patient. Some
of these would stop short of the DHEW procedure allowing release of the
record to any responsible person the patient may designate, whether the
designee is a medical professional or not. Others would leave the patient’s
see-and-copy right unrestricted with respect to any information in his
medical records that had been or might be disclosed for use in making non-
medical decisions about him, but would prescribe special procedures in
specified instances (e.g., psychiatric or terminal illness) when there is no
possibility of such disclosure to third parties. In the end, however, the
Commission concluded that no solution would be acceptable in the long run
so long as it risks leaving the ultimate discretion to release or not to release
in the hands of the patient’s physician. In situations where the keeper of a
medical record believes that allowing the patient to see and copy it may be

s Office of Management and Budget, Privacy Act Guidelines, issued as a supplement to
Circular A-108, 40 Federal Register, 132, p. 28957.

& U.S. Veterans Administration, Manual MP-1. Part |, Chapter 21, Section 6.d.
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injurious to the patient, the Commission concluded that it would be
reasonable for the record to be given to a responsible person designated by
the patient, with that person being the ultimate judge of whether the patient
should have full access to it. In no case, however, should the physician or
other keeper of the record be able to refuse to disclose the record to the
designated responsible person, even where it is known in advance that the
designated person will give the patient full access to it.

Accordingly, having weighed the evidence before it, and having
considered the arguments pro and con, the Commission recommends:

Recommendation (5):

That upon request, an individual who is the subject of a medical
record maintained by a medical-care provider, or another responsible
person designated by the individual, be allowed to have access to that
medical record, including an opportunity to see and copy it. The
medical-care provider should be able to charge a reasonable fee (not
to exceed the amount charged to third parties) for preparing and
copying the record.

Although this recommendation stops short of guaranteeing that the
patient will be allowed to see and copy everything in every medical record
about him, it leaves the designee the option of giving the patient this
guarantee. The Commission believes that the measure will encourage
medical-care providers themselves to release records to patients whenever
they can possibly do so in good conscience. In some sense, the recommend-
ed procedure harkens back to the time when family members and friends
played a much larger role in patient care than they normally do today. In
any case, it gives most patients a way of finding out what is in their medical
records, and of knowing what others can learn about them from those
records.

This discussion would be incomplete without a word about access to
medical records by patients who are minors. As noted in Chapter 11 on the
public assistance and social services relationship, most of the comments
submitted to the Commission urged that a miner patient be given access to
medical records concerning treatment he has sought on his own behalf, if
State law permits him to obtain such treatment without the knowledge or
consent of his parents. State laws usually deal with this question in
connection with venereal disease, drug or alcohol abuse, pregnancy, and
family planning, including abortion. The Commission believes that in these
instances only the minors (and not their parents or guardians) should be
given access to such records or portions or records so as not to discourage
them from seeking necessary treatment.

The fee provision aso raises a minor problem. Recommendation (5)
would allow the medical-care provider to charge the individual a prepara
tion or copying fee consistent with the fees it charges others for such
services. This could mean anything from $1 to severa hundred dollars.
Obviously, the Commission would not want the right to see and copy a
medical record to become a prerogative of the well-to-do, and thus urges
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medical-care providers to develop fee schedules flexible enough to match
the varying financial: circumstances of patients.

PATIENT AcCESS TO MEDICAL-RECORD INFORMATION

Elsewhere in this report the Commission recommends measures to
assure an individua’s right of access to a record maintained about him by
an insurer, self-insurer, or insurance-support organization and further, that
he be able to obtain on request a copy of all the information that served as
the basis for an adverse insurance decision about himself. In another
chapter, the Commission recommends that an employer voluntarily
establish procedures whereby an individual can gain access to records the
employer maintains about him. In the chapter on Public Assistance and
Social Services, the Commission recommends enactment of a Federa
statute requiring that the States, in turn, enact statutes permitting individu-
als to have access to records maintained by a public assistance or social
service agency,

In al three instances, some of the records to which the individua
would be given access are, or contain, medical-record information. The
Commission would prefer that such third-party holders of medical-record
information not distinguish it from any other information the individual
asks to see and copy. The Commission recognizes, however, that as a
practical matter an individual may not always find a medical record or a
copy of medical-record information informative unless a medica profes-
sional interprets its technical language for him, and third-party keepers of
medical-record information may not be able to provide such assistance.
Thus, with respect to medical-record information, the Commission recom-
mends:

Recommendation (6):

That upon request, an individual who is the subject of medical-record
information maintained by an organization which is not a medical-
care provider be allowed to have access to that information either
directly or through a licensed medical-care professional designated by
him.

It must be noted that this recommendation does not fall within the
primary implementation strategy contained in Recommendations (1), (2), and
(3) above. In the case of insurance institutions and insurance-support
organizations, it would become part of the recommended general and
specific rights of access to records to be established by Federal statute. In
the private-sector employment situation, it would be implemented voluntari-
ly by the employer. In the public assistance and social services area, it would
become a right provided by State statute which, if the Commission’s
recommendations were followed exactly would have to distinguish between
the social-services provider who is a medical-care provider—properly
subject to the requirements of Recommendation (5) —and the social-services
provider who is not a medical-care provider but who uses medical-record
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information. As to the latter, the statute should guarantee direct access lest it
retreat from the current practice of allowing an individual to see, before or
during a hearing, information used to make an adverse eligibility determina-
tion about him. (See Chapter 11.)

CORRECTION OF A MEDICAL RECORD

A main premise of a privacy protection policy is that an individual
should be able to review the records made by others of information he has
divulged, or has permitted to be divulged, and to correct any errors or
amend any inadeguacies in them. This premise is no less important for
medical records than for other types of records, although much of the
information in a medical record is put there by medical, professionals. The
individual may provide information, but he rarely enters it directly into the
record; the medical professional normally does that. Thus, even with the
most conscientious record keeping, there are ample opportunities for errors
of fact or interpretation to creep into a medical record.

Within the medical-care relationship itself, such errors can usually be
corrected before they do any harm. Once information has been disclosed to
someone outside the relationship, however, not only is correction or
amendment more difficult but the consequences of errors become increas-
ingly difficult to avoid or reverse. This becomes a particular danger when, as
previously noted, offhand comments and speculations which are irrelevant
to a patient’'s medical history, diagnosis, condition, treatment, or evaluation
are set down in medical records that become available for use in making a
non-medical decision about him. Furthermore, while it is true that some
portion of the information in a medical record may be beyond the patient’s
comprehension, not al of it will be. Accordingly, in recognition of the fact
that the circulation of erroneous, obsolete, incomplete, or irrelevant
medical-record information outside the confines of the medical-care
relationship can bring substantial harm or embarrassment to the individual
concerned, the Commission recommends:

Recommendation (7):

That each medical-care provider have a procedure whereby an
individual who is the subject of a medical record it maintains can
request correction or amendment of the record. When the individual
requests correction or amendment, the medical-care provider must,
within a reasonable period of time, either:

(@)  make the correction or amendment required; or

(b) inform the individual of its refusal to do so, the reason for the
refusal, and of the procedure, if any, for further review of the
refusal.

In addition, if the medical-care provider refuses to correct or amend a
record in accordance with the individual’s request, the provider must
permit the individual to file a concise statement of the reasons for the
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disagreement, and in any subsequent disclosure of the disputed
information include a notation that the information is disputed and
furnish the statement of disagreement. In any such disclosure, the
provider may also include a statement of the reasons for not making
the requested correction or amendment.

Finally, when a medical-care provider corrects or amends a record
pursuant to an individual’s request, or accepts a notation of dispute
and statement of disagreement, it should be required to furnish the
correction, amendment, or statement of disagreement to any person
specifically designated by the individual to whom the medical-care
provider has previously disclosed the inaccurate, incomplete, or
disputed information.

The requirement to furnish a correction, amendment, or dispute
statement to such previous recipients as the individual may designate
evolves from a concern that medical-record information disclosed to third
parties be as accurate, complete, and timely as possible. To expect a
medical-care provider to convey a correction, amendment, or dispute
statement to al previous recipients of information from a record would
impose an unreasonable burden on the provider; yet the Commission is
concerned that some steps be taken to minimize the extent to which
medical-record information may become a source of unfairness to an
individual. Therefore, it has recommended that only those specifically
designated by the individual be furnished with the details of the correction,
amendment, or statement of disagreement. The Commission believes this
approach represents a reasonable balance. Moreover, because Recommenda-
tions (10) and (14) below cal for two types of accountings of disclosures
(notations and retained authorization statements), the Commission would
expect those accountings also to be available to the individual to help him to
decide to whom corrections, amendments, or statements of disagreement
should be sent.

CORRECTION OF MEDICAL-RECORD INFORMATION

As with its recommendations on patient access, the Commission aso
debated the correction, amendment, and dispute issues as they relate to
keepers of medica-record information. The problem is largely one of
information erroneously or incompletely reported by a medica-care
provider, or erroneously copied or interpreted for or by the recipient. For
example, an investigative-reporting firm under contract to an insurer may be
authorized to acquire information from the physicians and hospitals named
on an individual’s insurance application. If the investigative firm representa-
tive makes a mistake in copying information from a medical record, neither
his firm nor the insurer has any way of knowing it unless and until the error
precipitates an adverse insurance decision and perhaps not even then. Even
if the error is detected later, the information may have been disclosed in the
meantime to other insurers (with the individua’s authorization), or to the
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Medical Information Bureau where it will be retained, and thus constitute a
potential problem for the individual for many years,

The Commission recognizes that the number of mistakes of this sort
can be minimized by having a medical-care professional review and
interpret records for agents of third parties, or by using photocopying
techniques. Not all medical records today can be organized to alow easy
photocopying, however, and at the same time assure that the inquiring third
party receives only as much information as the individual has authorized it
to receive. Nor is it aways possible to have a professiona available when
records are reviewed by third parties. Thus, in some unknown number of
cases, either a medical professional will have to prepare special reports for
the ultimate recipient—in this example, the insurer—or a certain amount of
hand copying by persons who are not medically trained will unavoidably
continue. Even when a medical record can be photocopied without revealing
more information than is meant to be disclosed, there is the danger that the
third party representative making the copy will overlook portions of the
record which, if known, would alter the insurer’s decision.

The simplest solution would, of course, be to allow the individual to
correct or amend medical-record information where it rests, in the files of
the recipient-user. Yet the simplest solution is not always the most practical
one. The insurer (or employer, or whoever the third-party record holder
happens to be) may elect not to give the individual direct access to medical-
record information about himself. Recommendation (6), it will be remem-
bered, gives the third-party record holder the options2 of disclosing medical-
record information either to the individual to whom it pertains, or to a
licensed medical professional whom the individual designates. Hence, there
may be no way for the third-party holder to cope with a correction or
amendment request without, in effect, giving up its option to dea with the
individual through a designated professional.

Moreover, despite what has been said about the tendency of some
medical-care providers to record irrelevant information, it must be remem-
bered that the medical record is a document to which unusual attention is
given because it is created by persons who have specia expertise. If an
insurer could have confidence in an individual’s own description of his
medical situation, there would be no need to acquire information in his
medical records. The insurer, however, cannot assume that the individual is
either qualified or motivated to give an accurate description. The fact that
the insurer cannot rely on the individua in this matter is both the reason
why the insurer seeks to acquire medical-record information and the reason
why the individual’s clam that the information obtained is erroneous or
otherwise inadequate cannot be taken at face value.

It may aso happen that the medical-care provider who originally
provided the contested information can no longer be consulted; for
example, a physician may have retired, died, or moved out of reach, or the
provider may simply not be willing to acknowledge that an error was made.
In such dituations, the Commission believes that the third-party holder of

2Except in the case of the social-service provider that uses medical-record information to
make an (adverse) elighility determination.
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the allegedly inaccurate information should afford the individual a way of
entering his corrections into the record as long as it also indicated that the
changes were made without the concurrence of its original source.
Accordingly, the Commission recommends:
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[ 4110-35 ]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Health Care Financing Administration
[ 45 CFR Part 205]

[ 42 CFR Part 50 ]

PROPOSED RESTRICTIONS APPLICABLE
TO STERILIZATIONS FUNDED BY THE
DEPARTMENT OF HEALTH, EDUCA-
TION, AND WELFARE

AGENCY: Health Care Financing Ad-
ministration, Public Health Service, De-
partment of Health, Education, and
Welfare.

ACTION: Proposed rules.

SUMMARY: The Department proposes
new rules to govern Federal financial
participation in sterilizations funded
through various Departmental programs.
These proposed rules are appropriate
because of the Department’s accumulat-
ing experience with the current rules
governing sterilizations and in light of
a recent court decision. The intended
effect of these proposed rules is to specify
the precise circumstances under which
Federal Funds may be used for steriliza-
tion purposes. Current policies remain in
full force pending adoption of these pro-
posed rules.

DATES: Comments must be received on
or before March 13, 1977.

FOR FURTHER INFORMATION CON-
TACT:

For the Public Health Service: Mari-
lyn L. Martin, Room 722H (Hubert H.
Humphrey Building), 200 Independ-
ence Avenue SW., Washington, D.C.
20201, 202—245—-7581For the Health
Care Financing Administration: Emily
J. Nichols, Room 4513, Switzer Build-
ing, 330 C Street SW., Washington,
D.C. 20201, 202-245-0701 (HCFA).

SUPPLEMENTARY INFORMATION:
The Department of Health, Education,
and Welfare proposes new rules to gov-
ern Federal Financial participation in
sterilizations funded through various De-
partmental programs. These rules revise
existing rules at 42 CFR 50.201—-204and
45 CFR 205.35, and supplant the current
moratorium on sterilizations of people
under 21 or mentally incompetent, first
declared by the Secretary on July 27,
1973, see 38 FR 20930 (August 3, 1973).
New rules are appropriate in light of the
Department’s accumulating experience
with the current rules governing sterili-
zations and in light of the recent deci-
sion of the United States Court of Ap-
peals for the District of Columbia Circuit
in Relf v. Weinberger, No. 74-1797 (de-
cided September 13, 1977). In that case,
the court took note of the Department’s
professed intention to issue new rules
and of its obligation to utilize informal
rulemaking procedures.

STATUTORY PROVISIONS PERTAINING TO
STERILIZATIONS

The Department funds family plan-
ning services, including sterilizations, un-

FEDERAL
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der several Federal statutes. Three agen-
cies within the Department are respon-
sible for administering programs under
which sterilizations are performed—the
Medicaid Bureau (MMB) of the Health
Care Financing Administration (HCFA),
the Public Health Service (PHS), and
the Administration for Public Services
(APS) of the Office of Human Develop-
ment Services (OHDS).

1. THE MEDICAID PROGRAM

The medical assistance (Medicaid)
program under title XIX of the Social
Security Act, 42 U.S.C. 1396, et seq.,
which is administered by MMB, provides
for Federal matching of reimbursements
for sterilizations pursuant to section
1902(a) (13) and 1905(a) (4) (C) of the
Act, 42 U.S.C. 139a(a) (13) and 1396d
(@) (4) (C). Those provisions require
State Medicaid plans to provide “family
planning services and supplies furnished
(directly or under arrangements with
others) to individuals of childbearing
age including minors who can be con-
sidered to be sexually active) who are
eligible under the State plan and who
desire such services and supplies * * *”.
The Medicaid Bureau has not defined
family planning services by regulation;
however, MMB policy has been to con-
sider sterilization as a federally funded
family planning service.

2. THE TITLE XX SOCIAL SERVICES PROGRAM

Title XX of the Social Security Act,
which is administered by U.S. author-
izes grants to States for social services,
including family planning services. See
section 2002(a) (1) of the Act, 42 U.S.C.
1397a(a)(1). Regulations at 45 CFR
228.63, applicable to title XX published
in the FEDERAL REGISTER at 42 FR 5861
(January 31, 1971), provide that “(c)
where a State authorizes sterilization as
a family planning service, it must com-
ply with the provisions of 45 CFR
205.35.”

3. THE AFDC PROGRAM IN THE 50 STATES AND
THE DISTRICT OF COLUMBIA

While title XX itself does not mandate
the provision of family planning services,
title IV-A effectively does mandate such
services in a State’s title XX plan. In or-
der for a State to qualify for Federal fi-
nancial participation under title IV-A of
the Social Security Act (Aid to Families
with Dependent Children), the State’s
plan must provide that family planning
services will be provided under title XX
Section 402(a) (15) of the Social Securi-
ty Act, 42 U.S.C. 602(a) (15), as amended
by Pub. L. 93-647 (the enacting title XX
legislation), requires that the State’s
title IV-A plan provide:

As part of the program of the State for
the provision of services under title XX * * *
for the development of a program, for (per-
sons eligible for AFDC benefits) for prevent-
ing or reducing the incidence of births out
of wedlock and otherwise strengthening fam-
ily life, and for implementing such program
by assuring that in all appropriate cases (in-
cluding minors who can be considered to be
sexually active) family planning services are
offered to them and are provided promptly
* * * to all individuals voluntarily request-

ing such services, but acceptance of family
planning services provided under the plan
shall be valuntary on the part of such mem-
bers and individuals and shall not be a pre-
requisite to eligibility for or the receipt of
any other services under the plan * * *

4. THE AFDC AND AGED, BLIND AND DISABLED
PROGRAMS IN GUAM, PUERTO RICO, AND THE
VIRGIN  ISLANDS

In Guam, Puerto Rico, and the Virgin
Islands, five titles of the Social Security
Act are relevant to the provision of
sterilizations. Titiles I, X, XIV and XVI,
providing for grants for assistance and
services to the aged, blind and disabled,
are now in effect only for Guam, Puerto
Rico and the Virgin Islands. (In all other
jurisdictions those titles have been super-
seded by the new title XVI (Supple-
mental Security Income) and title XX
(Social Services.) ) Each of those titles
provides, at subsection (c) (1) of sections
3, 1003, 1403 and 1603, 42 U.S.C.303(c)
(1), 1203 (c)(1), and 1353(c)(1) and
381, respectively, that in order to qualify
for Federal payments the State plan
must provide that the State agency must
make available “at least those services
to help them attain or retain capability
for [self-support or| self-care which are
prescribed by the Secretary.” (The
bracketed words do not appear in title
I) 45 CFR 222.59, applicable to the
original adult titles, authorizes family
planning as an optional service under
those titles. 45 CFR 222.7 (also applicable
to the original adult titles) provides that
“eligible individuals must be free to de-
termine whether to accept or reject serv-
ices from the agency.”

Title IV-A reads virtually identically
for Guam, Puerto Rico and the Virgin
Islands as for the other States except
that the provision in section 402(a) (15)
referring to title XX does not apply. In
these jurisdictions section 402(a) (15) re-
quires that the title IV-A plan itself must
provide for family planning services.

5. PROGRAMS ADMINISTERED BY THE PUBLIC
HEALTH SERVICE

Title V of the Social Security Act,
which is administered by PHS, requires
each State, as a condition to the receipt
of formula grant funds for maternal and
child health and crippled children’s serv-
ices, to include in its State plan a pro-
gram of family planning service projects.
The program or project must offer rea-
sonable assurance, particularly in areas
with concentrations of low-income fami-
lies, of satisfactorily helping to reduce
the incidence of handicapping conditions
caused by complications associated with
childbearing and to reduce infant and
maternal mortality. See section 5059(a)
(8) of the Act, 42 U.S.C. 705(a) (8)

The Public Health Service also funds
sterilizations under title X of the Public
Health Service Act, which authorizes the
Secretary to make grants and contracts
for family planning projects which offer
a “broad range of acceptable and effec
tive family planning methods.” Section
1001(a), 42 U.S.C. 300(a). In addition,
family planning services are included in
the care offered by community health
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centers under section 330 of the Public
Health Service Act, 42 U.S.C. 254c, and in
the migrant workers health program
under section 319 of the Act, 42 U.S.C.
247d.

Public Health Service personnel per-
form sterilizations in PHS hospitals, in
the Indian Health Service, and in other
direct programs. Although these rules
govern only federally funded steriliza-
tions, they will be made applicable to
these direct programs by administrative
directive.

Finally, section 205 of Pub. L. 94-63,
42 U.S.C. 300a-8, makes it a felony, pun-
ishable by a fine up to $1000, and by
imprisonment of up to one year, or both,
to coerce any person to undergo an abor-
tion or sterilization through the threat,
or withholding any service or program
receiving Federal financial assistance.

CURRENT POLICIES

Departmental policies with regard to
Federal financial participation in sterili-
zations are found in the existing rules,
42 CFR 50.201-50.204 and 45 CFR 205.35,
and in the moratorium on any steriliza-
tion of individuals under 21 or legally
incapable of consenting to be sterilized
declared by the Secretary on July 27,
1973, 38 FR 20930 (August 3, 1973).
These policies are still in effect and will
remain in full force until the date these
proposed rules become effective. In brief
those policies are:

1. Federal financial participation is
available only in the sterilization of
people at least 21 sears old who are
mentally competent under State law. In
other words, Federal funding is not
available for any sterilization of a per-
son who is either under 21 or who is
mentally incompetent.

2. Federal financial participation is
available in the sterilization of people
over at least 21 years old only where in-
formed consent, as defined and required
by the current rules, is obtained. In all
except so-called “therapeutic” steriliza-
tions, informed consent must he ob-
tained at least 72 hours prior to the
sterilization.

DiscussioN OF THE MAJOR ISSUES

I. THE COMPETENT POLICIES AND THE NEED
FOR PUBLIC COMMENT

Regulation of Federal financial par-
ticipation in sterilizations is governed by
two principles. First, Congress, is enact-
ing the various programs through which
sterilizations are funded, recognized
sterilization as a valid family planning
technique and intended it to be freely
available to the population eligible for
family planning assistance. Equally sig-
nificant, however, is that in virtually
every provision in which the Congress
authorized Federal funding of steriliza-
tion, it also required that the acceptance
of such services be voluntary. See, e.g.,
Social Security Act sections 402, 508, and
1905(a), 42 U.S.C. 602, 708, and 1396(d),
and Public Health Service Act section
1007, 42 U.S.C. 300a-5. See also S. Rep.
No. 1230, 92d Cong., 2d Secs. 295-98
(1972) (legislative history to 1972 family
planning services amendments to social
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Security Act). Thus, the Congress wrote
into law its determination that no per-
son be coerced, through direct or devious
means, into undergoing a sterilization.

The Department fully appreciates the
importance each of these twin policies.
Mature people, understanding the na-
ture and censequences of sterilization
procedures, should have access to steri-
lizations unimpeded by unnecessary pro-
cedural requirements. At the same time,
the Department is aware of serious alle-
gations of cases in which patients were
coerced into being sterilized, and the De-
partment is equally committed to pre-
venting abuses wherever sterilizations
are paid for with Federal funds. Thus,
the Department seeks to prevent situa-—
tions in which a patient decides to un-
dergo a sterilization because of lack of
information as to the nature and conse-
quences of the procedure, because of
lack of mental capacity to understand
those nature and consequences, because
of fear that refusal to be sterilized will
result in reprisals such as withdrawal of
Federal benefits, or because of suscepti-
bility to duress at times of extreme stress
associated with labor, childbirth or hos-
pitalization. In drafting proposed rules,
the Department has sought readily en-
forceable rules that minimize the oppor-
tunities for sterilization abuse. Conse-
quently, the proposed rules contain few
provisions for exceptions or allowances
forspecial circumstances.

There is an inevitable tension between
the dual policies of making sterilizations
freely available and of preventing ster-
ilization abuse. As a general matter, the
greater the access to sterilizations the
greater the possibilities for abuse. Simi-
larly, stringent procedural requirements
to control abuse may artificially inhibit
patient demand for sterilization, where-
as the absence of such procedures may
constitute an invitation for abuse. The
policy balance must be struck separately
with regard to virtually each and every
regulatory option. Where to strike that
balance, however, depends to some de-
gree upon informed predictions as to its
consequences, with regard to both steri-
lization availability and sterilization
abuse.

The Department has found, however,
that existing information does not permit
precise predictions as to the efforts of
proposed choices. Indeed, there is serious
question whether it is even possible to
generate the type of comprehensive data
that would permit “scientific” policy
making in this difficult area. Systematic
data on sterilization abuse, for example,
are extremely difficult to collect. First,
there is the difficulty of defining sterili-
zation “abuse”; some may argue that
every violation, no matter how technical,
of existing requirements constitutes
abuse, while others might argue that
only certain requirements are so funda-
mental that their violation is abusive.
Second, assuming it is possible to define
“abuse” satisfactorily, there is no mech-
anism whereby instances of abuse may
be regularly and systematically identi-
fied, since abusers cannot be expected to
report their conduct and those abused

may not have the means or knowledge
necessary to bring instances of abuse to
the attention of those studying the prob-
lem.

The Department is therefore particu-
larly eager to receive comments on these
proposed rules, recognizing that individ-
ual case histories, no matter how com-
pelling, with respect to both the need
for sterilization and with respect to
sterilization abuse may not accurately
portray the actual consequences of al-
ternative policy choices. Comments will
be especially helpful if they are addressed
to demonstrating why a particular bal-
ance between availability and abuse-
prevention policies should be drawn at
a given place. Comments should explain
why any alternative choices are more
likely to minimize overall hardships.
Comments should explain why, for ex-
ample, there would be more suffering be-
cause of the unavailability of steriliza-
tion for people under 21 than there
would be because of sterilization abuse if
some lower minimum age were used in
the final rules. The Department recog-
nizes that such information may be diffi-
cult to provide, but to the extent available
it would greatly inform the Department’s
exercise of its discretion. In the absence
of systematic data, the Department will
be forced to rely on anecdotal evidence
and its own assessment of the risks and
benefits of alternative policy choices. To
be sure, however, the Department is also
interested in receiving comments that re-
flect individual experiences and views
with respect to these proposed rules.
Finally, since the Department expects
final rules to be applied administratively
to programs in which the Department
itself provides sterilizations as in the
Indian Health Service, the Department
solicits comments from people with an
interest in those programs.

Among the issues as to which the De-
partment seeks comments are:

1. The appropriateness of the defini-
tion of sterilization.

2. The appropriateness of excluding
hysterectomy as a family planning
technique.

3. The appropriateness of a 30-day
waiting period.

4. The effectiveness of the consent pro-
cedures envisioned by the proposed rules.

5. The appropriateness of establishing
21 as the minimum age for Federally
funded sterilizations.

6. The appropriateness of funding
sterilizations of mental incompetents
with the capacity to give informed
consent.

7. The effectiveness of procedures in
the proposed rules devised to ensure
that mental incompetents are not steri-
lized without their informed consent.

8. The appropriateness of not finan-
cially participating in the sterilization of
mental incompetents incapable of giving
informed consent to be sterilized.

9. The appropriateness of extending
special procedures to the sterilization of
institutionalized people.

It is understood that this list of issues
is by no means exhaustive, and the De-
partment solicits comments of whatever
nature on all aspects of these proposed
rules.
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2. SECTION-BY-SECTION  ANALYSIS

Each section of the proposed rudes is
set out in this part of the Notice, followed
by a brief discussion of its requirements.
Generally, the text is set out as it will
appear in both titles 42 and 45 of the
Code of Federal Regulations, with the
bracketed section numbers applicable to
title 42. Where the text of the proposed
rules differ, they are set out separately,
with the title 45 rules appearing first.

§ 205.35-1 Applicability.

Text of proposed rule.

This section applies to programs adminis-
tered under Titles I, IV-A, X, XIV, XVI, XIX,
and XX of the Social Security Act.

§ 50.201

Text of proposed rule:

The provisions of this subpart are appli-
cable to program or projects for health
services which are supported in whole or in
part by Federal financial assistance, whether
by grant or contract, administered by the
Public Health Service.

Applicability.

These paragraphs state the programs
to which the proposed rules are appli-
cable. It is anticipated that these rules
will be made applicable by administra-
tive directive to programs in which the
Department directly provides steriliza-
tions,

§ 205.35-2 [ §50.202 | Definitions.

Text of proposed rule:
(a) “Sterilization” means any medical
procedure or operation for the purpose of

rendering an individual permanently in-
capable of reproducing.

The definition in the proposed rules
makes no distinction between so-called
“therapeutic” and  “non-therapeutic”
sterilizations. Any procedure performed
for the purpose of rendering the patient
pemanently incapable of repruducing,
regardless of whether the procedure is
performed for medical reasons or for
the convenience of the patient, will
therefore be subject to the proposed
rules. Thus, for example, a tubal liga-
tion, whether performed because of con-
cern that a pregnancy could endanger
the health of the patient or because the
patient did not wish to bear any more
children would be subject to the pro-
cedures specified in the proposed rules.

The statutes authorizing Federal fi-
nancial participation in sterilization
nowhere distinguish between “thera-
peutic” and “non-therapeutic” steriliza-
tions, and, as both the District Court
and the Court of Appeals noted in the
Relf case, it is unlikely that Congress
intended that procedures designed to
ensure informed content would apply to
one but not the other. See Relfv. Wein-
berger, No. 74-1797, slip. op. at 11 n.6
(D.C. Cir. September 13, 1977).

The Department thinks it unlikely,
however, that Congress, by enacting
legislation designed to promote family
planning for convenience and other pur-
poses, intended in doing so to impose
identical procedural requirements on all
medical procedures which have the effect

as in the Indian Health Service.
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of rendering a patient permanently in-
capable of reproducing. Some procedures
ought not to be considered “steriliza-
tions,” even though sterility might re-
sult. Thus, for example, a removal of a
cancerous uterus would not be deemed
a sterilization, for it would not be per-
formed for the purpose of rendering the
patient incapable of reproducing. Even
though it would have that unavoidable
effect.

The proposed rules do not define ster-
ilization to include other forms of birth
control, that is, procedures that render
a person only temporarily incapable of
reproducing.

Text of proposed rule:

(b) “Informed consent” (to a steriliza-
tion procedure) means a written authoriza-
tion to be sterilized given by the person to
be sterilized and given voluntarily and with
an understanding of the nature and conse-
quences of the procedure to be performed.

The definition of informed consent
encompasses the two elements of volun-
tary action: (1) It must be knowing, that
is the patient must fully understand the
nature of the procedure and the signifi-
cance of his/her action and (2) it must
be entirely a product of the patient’s free
will. For purposes of these rules, in-
formed consent must be given in writing
in the manner specified by the rules.

Text of proposed rule:

(c) “Consent form” means a written docu-
ment which states the requirements for in-
formed consent as set forth in section 205.-
35-3[50.203].

Authorized consent forms must be
used for giving informed consent under
the proposed rules. Procedures for com-
pleting the consent forms are discussed
elsewhere in this Notice.

Text of proposed rule:

(d) ) “A mentally incompetent individual”
means one who has been declared mentally
incompetent by a Federal, State, or local

court, or who is in fact mentally incompetent
under Federal or State law.

This definition includes includes all
people who have been adjudicated incom-
petent by Federal, or State courts and
those who are in fact incompetent under
Federal or State law but who have never
been so adjudicated.

Text of proposed rule:

(e) “A sterilization review committee”
means a committee designated by the State
Agency to review, approve, or deny applica-
tions for sterilization as required by this
section. The committee must include a
physician (other than the one proposing to
perform the sterilization), attorney, social
worker, and patient advocate.

And
50.202(e) “A sterilization review commit—
tee” means a committee designated by the

program or project to review, approve, or
deny applications for sterilization as re-
quired by this section. The committee must
include a physician (other than the one pro-
posing to perform the sterilization), attorney,
social worker, and patient advocate.

Under one version of the proposed
rules, sterilization review commitees
would review applications for steriliza-
tions by mentally incompetent patients

and patients in institutions to deter-
mine their capability to give informed
consent and whether they have in fact
given their informed consent to be steril-
ized. Under another version, review com-
mitees would review applications for
sterilizations only by patients in institu-
tions. The commitee would be composed
of a physician, an attorney, a social work-
er, and another person who would advo-
cate the patient’s position. Because there
is wide variation in conditions in vari-
ous States with respect to such matters as
the numbers and geographical dispersion
of patients who, although mentally in-
competent would nonetheless seek to be
sterilized, and the presence of existing
mechanisms to which a sterilization re-
view committee could be appended, it is
proposed to leave to the States, programs
or projects the creation of mechanisms
for the establishment and operation of
such committees. In addition, procedures
already required by State law may well
be adequate to satisfy the review com-
mittee requirement. If at all possible, the
Department does not desire to supplant
or duplicate existing mechanisms.

The Department recognizes, however,
that the nature and composition of
sterilization review committees is a mat-
ter as to which there may be substantial
variation of opinion. For this reason, the
Department solicits comments on at least
the following questions:

I. Is there a need for sterilization re-
view committees, and if so, is the com-
mittee as envisioned by the proposed

2. Should the composition of the com-
mittee be in accordance with the formu-
lation of the proposed rules?

3. Should final rules specify in greater
detail the composition, responsibilities,
and procedures for sterilization review
committees? Specifically, should final
rules specify such matters as the number
of committees each State, program, or
project must establish, their geographi-
cal location, whether they must be
permanent or ad hoc bodies, and in-
ternal administrative procedures de-
signed to ensure confidential treatment
of patient records and effective liaison
with State agencies and courts?

4. What State or local review commit-
tee procedures are now in effect, and
how do they operate to prevent steriliza-
tion abuse?

5. Should the rule allow States, pro-
gram, or projects to utilize existing
committee structures and procedures for
the purpose of reviewing sterilization,
subject to Departmental approval?

Text of proposed rule:

(f) “Hysterectomy” means a medical pro-
cedure or operation for the purpose of remov-
ing the uterus.

This item states the generally accepted
medical definition of hysterectomy.

Text of proposed rule:

§ 50.202(g) The Public Health Service”
means the Health Services Administration,
Health Resources Administration, National
Institutes of Health, Center for Disease Con-
trol, Alcohol, Drug Abuse and Mental Health
Administration, and all of their constituent
agencies.
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§ 50.202(h) The “Secretary” means the
Secretary of Health, Education, and Welfare
and any other officer or employee of the De-
partment of Health, Education, and Welfare
to whom the authority involved has been
delegated.

These definitions are self-explanatory.

§205.35-3. [§50.203]
dures.

Consent Proce-

Text of proposed rule:

Informed Consent does not exist unless a
consent form is completed voluntarily and in
accordance with all the requirements of this
paragraph.

This sentence states the general rule
that for the purposes of these rules a
person will not be deemed to have given
his/her informed consent to be sterilized
unless a consent form is completed in
accordance with all the requirements of
this section.

Text of proposed rule:

(@) Preparing to Obtain Informed Consent.
An individual who obtains informed consent
for a sterilization procedure must provide
orally all of the following information or
advice to the individual who is to be steril-
ized:

(1) Advice that the individual is free to
withhold or withdraw his/her consent to the
procedure at any time prior to the steriliza-
tion without affecting his/her right to future
care or treatment, and without loss or with-

drawal of any Federally-funded program
benefits to which the individual might be
otherwise entitled;

(@) A description of available alternative

methods of family planning and birth
control:
(8) A full description of the benefits or

advantages he/she may expect to gain as a
result of the sterilization;

(4) Advice that the sterilization procedure
is considered to be irreversible;

(5) A thorough explanation of the specific
sterilization procedure to be performed;

(6) A full description of the discomforts
and risks which may accompany and follow
the performing of the procedure including
an explanation of the type and possible ef-
fects of any anesthetic to be used;

(7) Advice that the sterilization will
be performed for at least 30 days; and

(8) An opportunity to ask and have an-
swered any questions he/she may have con-
cerning the sterilization procedure.

This item explains the information
that a prospective patient must have for
his/her assent to be sterilized to be
deemed “informed”. This provision, how-
ever, in no way limits the information
that should be given to a patient seeking
sterilization if in the judgment of the
physician or the person who obtains the
patient’s consent form more information
should be provided.

The patient’s consent should be se-
cured under circumstances free of pres-
sure or coercion. Generally, a patient’s
consent should not be secured while the
patient is in labor, during or immedi-
ately following delivery, or in conjunc-
tion with an abortion.

Although the patient will be provided
much of the information in writing, the
proposed rules require all information
also to be given orally. Both the District
Court in the Relf case and a recent re-

not
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port by the General Accounting Office
concerning sterilization practices in the
Indian Health Service concluded that
essential information must be com-
municated orally, especially for people
of limited literacy.

Formost among the information that
must be provided is the advice that a pa-
tient is free not to be sterilized. The pa-
tient must be advised that he/she is free
not to consent or to withdraw consent
previously given, and that a refusal to be
sterilized will not result in the with-
drawal of any Federally-funded program
benefit, nor will such a refusal affect the
patient’s right to future care or treat-
ment (including sterilization). It is ex-
pected that this advice will be communi-
cated at the outset of any discussion of
sterilization with a prospective patient.

The patient must be given all the im-
portant facts about sterilization. He/she
must be told that sterilization is differ-
ent from all other forms of birth control
because it is irreversible. The patient
must be told about both the advantages
and disadvantages of sterilization, and
about the nature and availability of al-
ternative forms of birth control. Birth
control information should include
methods available to both the patient
and his/her partner.

The patient must also be told of the
nature of the surgical procedure that is
proposed. This advice must contain a
thorough explanation of the procedure
and a full description of its discomforts
and risks, particularly as compared to
other sterilization procedures. The pa-
tient also should be adivsed about dis-
comforts and risks that relate to the par-
ticular anesthetic to be used.

The patient should also be told that
the sterilization will not be performed
for at least 30 days, and that he/she may
withdraw his/her consent at any time
prior to the sterilization.

Finally, the patient must be offered an
opportunity to ask and have answered
any questions concerning the proposed
sterilization.

The Department solicits comments
concerning the necessity of providing pa-
tients with the foregoing information
and as to what additional information,
if any, should also be provided.

(b) Filling out the consent form.

The items in this paragraph are de-
signed to ensure that the information
required by the preceding paragraph is
in fact communicated to the patient and
that the patient’s consent is in fact vol-
untary.

Text of proposed rule:

(1) Language of the consent form. The
consent form should be in the primary lan-
guage of the patient. If the consent form is
not in the primary language of the patient,
an interpreter must be made available to
assist the individual.

Text of proposed rule:

(2) Provisions for the handicapped. Suit-
able arrangements must be made to ensure
that consent information is effectively com-
municated to blind, deaf, and other handi-
capped patients.

These two items are designed to en-
sure that information necessary for in-
formed consent is communicated to
those whose primary language is other
than English and to handicapped peo-
ple. Where possible, the consent form
should be in the primary language of the
patient; if this is not possible, an inter-
preter must be made available. If the
patient is blind, the consent form should
be read to him/her, and similar arrange-
ments must be made to ensure effective
communication of consent material to
deaf patients and to patients with other
handicaps.

(3) Signatures on the consent form. The-
consent form must be signed and dated by:

(i) The patient; and

(i) The interpreter,
and

(iii) The individual who obtains the con-
sent of the patient; and

(iv) The physician who will perform the
sterilization procedure.

(4) Required Certifications. (i) The per-
son securing the patient’s consent must cer-
tify by signing the consent form that, be-
fore the patient signed the consent form,
he/she advised that patient had no Fed-
eral benefits may be withdrawn because of
the patient’s decision not to be sterilized,
that he/she explained orally the elements of
informed consent as set forth on the con-
sent form, and that the patient, to the best
or his/her knowledge and belief, appeared
mentally competent and knowingly and vol-
untarily consented to be sterilized.

(i) The physician performing the sterili-
zation must certify by signing the consent
form that, immediately prior to the per-
formance of the sterilization, he/she advised
the patient that no Federal benefits may be
withdrawn because of the patient’s decision
not to be sterilized, that he/she explained
orally the elements of informed consent as
set forth on the consent form, and that the
patient, to the best of his/her knowledge
and belief, appeared mentally competent and
knowingly and voluntarily consented to be
sterilized. The physician will further certify
that, to the best of his/her knowledge and
belief, at least 30 days passed from the date
upon which the patient signed the consent
form until the date upon which the sterili-
zation was performed.

(iii) The physician performing the sterili-
zation must, in cases where court orders
are required by this section, certify, by sign-
ing the consent form, that he/she was pro-
vided with a copy of the court order prior
to the performance of the sterilization.

The proposed rules would require
various signatures on the consent form
to provide evidence that the requirements
of the rules have been met. The patient’s
signature would be his/her expression of
informed consent, and the interpreter’s
signature evidence that he/she had pro-
vided assistance to a patient whose pri-
mary language was not in English.

The proposed rules would also require
the signature of the person who obtains
the patient’s consent, for example, a so-
cial worker in a family planning -clinic
or a physician’s assistant. This, person
often plays a critical role in explaining
sterilization to prospective patient, and
the proposed rules would require him/
her, by signing the consent form, to cer-
tify that he/she communicated the in-
formation necessary for a patient to give
informed consent. The proposed rules

if one is provided;
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would allow the attending physican to
obtain the patient’s consent.

A person obtaining the patient’s con-
sent must attest to whether, to the best
of his/her knowledge and belief, the
patient in fact gave his/her informed
consent to be sterilized. The person ob-
taining consent must also certify as to
the patient’s appearance of mental com-
petence. It is not the intention of the
proposed rules to place upon people ob-
taining consent the duty of conducting
an independent inquiry into the mental
competence of prospective patients seek-
ing sterilization. Neither, however, is it
the intention of the proposed rules to
permit those obtaining consent to ignore
clear evidence of a patient’s mental in-
capacity.

Where a person obtaining the patient’s
consent is unable to make a required cer-
tification, under one version of the
proposed rules the sterilization may not
go forward. Under an alternative, where
the sole issue is the patient’s mental
competence, the sterilization may go for-
ward only if the requirements in section
205.35-5 (50.2095), relating to steriliza-
tions of mental incompetents, have been
followed.

The proposed rules do not require an
auditor/witness to be present or to sign
the consent form. The Department be-
lieves that while a patient should be able
to have another person present during
counseling and consent sessions, respect
for the patient’s privacy dictates that
the presence of a witness not be man-
dated.

Certification obligations would also be
imposed upon physicians performing
sterilizations, for physicians have a non-
delegable responsibility to ensure that
they perform sterilizations only upon
patients who have given their informed
consent. Consequently, physicians would
be required to certify that, immediately
prior to the performance of the sterili-
zation, they orally communicated the in-
formation necessary for a patient to give
informed consent and to certify further
that the patient in fact gave informed
consent. As with people obtaining
patients’ consent, physicians would be
required to certify as to the patient’s
appearance of mental competence. The
phyisician also would be required to
certify that to the best of his/her knowl-
edge and belief the required waiting pe-
riod passed before the sterilization was
performed. Ordinarily this last require-
ment would be satisfied by the physician
noting that the sterilization was to be
performed more than 30 days after the
date appearing next to the patient’s
signature on the consent form. The re-
quired waiting period is discussed else-
where in this Notice.

In cases where the sterilization is per-
formed upon a person whom a court de-
termined had given informed consent,
the physician would be required to cer-
tify that he/she received a copy of the
court’s order prior
Among other purposes this provision is
designed to protect physicians from lia-
bility for performing unauthorized
sterilizations.

to the sterilization.
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Text of proposed rule:

(c) Following state and local procedures.
In addition to the consent procedures re-
quired by this part, any requirement of State
or local law, except one of spousal consent,
must be followed.

This provision embodies the policy of
the proposed rules not to supplant more
stringent State and local requirements.
Less stringent State and local require-
ments will of course be complied with
through compliance with the proposed
rules. Spousal consent requirements are
excepted because of their almost certain
unconstitutionality in light of Planned
Parenthood of Central Missouri v. Dan-
forth, 428 U.S. 52 ( 1976).

The Department is not certain about
the extent to which existing State and
local law with respect to sterilization
have the effect of denying access to
sterilizations to those who would other-
wise be eligible for them under these
rules. Comments are solicited on the
question as to the extent to which final
rules should supplant State and local re-
quirements.

§ 205.354 Sterilization of a mentally
competent individual aged 21 or
older.

Text of proposed rule:

Federal financial participation is available
in expenditures for a sterilization of a men-
tally competent individual only when the
following requirements have been met:

(a) The individual has voluntarily given
his/her informed consent in accordance with
all the procedures prescribed in section 205.-
35-3.

(b) At least 30 days have passed between
the date of informed consent and the data
of the sterilization.

(c) The individual is at least 21 years old.

and

§50.204 Sterilization of a mental com-
petent individual aged 21 or older.

Text of proposed rule:

Programs or projects to which this subpart
applies shall perform or arrange for the per-
formance of a sterilization of a mental com-
petent individual only when the following
requirements have been met:

(a) The individual has voluntarily given
his/her informed consent in accordance with
the procedures prescribed in section 50.203.

(b) At least 30 d?/s have passed between
the date of informed consent and the date
of the sterilization.

(c) The individual is at least 21 years old.

These provisions set out the basic re-
quirements for the vast majority of steri-
lizations in which Federal financial par-
ticipation would be available under the
proposed rules. The individual must have
given his/her informed consent; at least
30 days must have elapsed between the
date of informed consent and the date of
the sterilization; and the patent must be
at least 21 years old.

The requirements for informed con-
sent have already been discussed in this
Notice.

The 30-day Waiting Period. The De-
partment is aware that there is substan-
tial controversy over the length of time
that should be required between rendi-

tion of informed consent and the sterili-
zation operation. Some may argue that
any “consent” obtained while a woman
is hospitalized for childbirth or an abor-
tion is necessarily involuntary. It may be
asserted, in addition, that under any cir-
cumstances a hospital environment may
be alien and frightening to patients and
is therefore inherently coercive. The
Department believes that any waiting
period should be sufficient to remove the
patient from the extreme emotional
stress often associated with the latter
stages of pregnancy as well as labor and
delivery. Regardless of where informed
consent is given, any waiting period also
must be of sufficient duration to permit
reflection and discussion with family and
friends concerning this irreversible sur-
gical procedure.

On the other hand, too long a waiting
period might impose substantial incon-
venience and additional expense if it is
of sufficient duration as to require two
hospitalizations. It may also be asserted
that many women are reluctant to seek
medical care and will not seek to be
sterilized unless they can both choose
and obtain sterilization incident to child-
birth.

The Department has weighed these
competing considerations, and its cur-
rent thinking is that 30 days is the mini-
mum period for necessary consultation
and reflection. A waiting period of this
duration, while sufficient to ensure that
a decision to be sterilized is not made
and effectuated during hospitalization
for abortion or childbirth, will not nec-
essarily result in multiple hospitaliza-
tions, since informed consent for steril-
ization can be obtained during prenatal
care or otherwise well in advance of
delivery.

The Department has also considered
proposing different waiting periods keyed
to the type of sterilization and the place
where it is to be performed, with differ-
ent waiting periods for outpatient fa-
cilities and hospitals. Similarly, proposed
rules could conceivably allow for waiver
of the waiting period in exceptional cir-
cumstances, for example where a sterili-
zation is arranged for over 30 days in
advance of anticipated delivery date but
there is a premature delivery. These al-
ternatives may be in theory quite sound,
but the Department is skeptical about
their enforceability and concerned about
the possibilities for abuse.

The Department does not consider a
waiting period of less than 30 days as
necessarily coercive; similarly, it under-
stands that the failure of the proposed
rules to provide for waivers or to dif-
ferentiate between sterilization proce-
dures and the environments in which
they may be performed might result in
individual cases of inconvenience and
hardship. These factors are more than
counterbalanced, however, in the De-
partment’s current view, by the need to
ensure adequate time for reflection and
consultation in an environment free
from coercion. The Department is reluc-
tant to introduce different standards
based on factual circumstances that are
not readily identifiable and verifiable on
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a sample, audit basis. Consequently, dif-
ferential waiting periods and wavers of
waiting periods have been considered
and rejected.

As with other issues with respect to
sterilizations, reasonable people may
hold strongly conflicting views. The De-
partment therefore solicits the comments
of interested parties on the issue of the
waiting period, particularly with respect
to the following questions:

1. What are the purposes of a waiting
period?

2. What length of time is sufficient to
accomplish those purposes?

3. What are the detriments
lengthy waiting period?

4. What are the advantages or dis-
advantages of including waiting periods
of varying duration depending on the
type of sterilization procedure and the
facility where performed (clinic or hos-
pital) ?

5. What are the advantages or dis-
advantages of permitting waivers of the
waiting period in exceptional circum-
stances?

6. Can rules including waiting periods
of varying duration be enforced, or would
the result primarily be more instances of
of abuse?

The Minimum Age of 21. As discussed
above, the statutes themselves present an
inevitable tension between two compet-
ing interests: assuring maximum avail-
ability of family planning services and at
the same time assuring that those serv-
ices are offered on a purely voluntary
basis, free of coercion or pressure. To
achieve a balanced accommodation be-
tween these two purposes, the regula-
tions establish a Federal standard of
voluntariness.

The United States Court of Appeals
for the District of Columbia Circuit in
its September 13, 1977 decision in Relfv.
Weinberger recognized the Secretary’s
authority to set a uniform Federal

of a

standard:
Where federal funds are authorized by
Congress to be expended for sterilizations

which are voluntary in nature, the question
of what constitutes voluntariness in this
context would appear to be one of federal
law. In formulating standards for this pur-
pose, it is surely true that state legal require-
ments cannot be controlling by their own
force. A federal standard may still of course,
to the extent the federal agency devising the
standard finds wise or helpful, take note of
state law and utilize available state legal
mechanisms in designing and effectuating
the federal standard. But how a federal
statute is to be implemented remains a mat-
ter as to which federal law is supreme, and
the agency charged by Congress with imple-
mentation is not bound to shape its con-
cept of voluntariness to the contours of
state law. See generally Planned Parenthood
of Central Missouri v. Danforth, 428 U.S. 52
(1976): Wyatt v. Alderholt, 368 F. Supp. 1383,
1384 (M.D. Ala. 1974). Relf v. Weinberger,
No. 74-1797 (D.C. Cir. September 13, 1977),
slip. op. at 10 n.3.

Similar conclusions were reached re-
cently by two Federal District Courts in
decisions upholding the moratorium on
Federal funding of sterilizations for
those under 21 years old. See Peck v.
Califano, U.S.D.C. D. Utah, Civil Action
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No. C 76-229 (June 30, 1977), and Voev.
Califano, U.S.D.C. Conn., Civil Action
No. N-77-195 (July 14, 1977).

Given the Department’s authority to
establish uniform standards of volun-
tariness, three questions are raised with
respect to age. First, should determina-
tions of capacity with respect to age be
made on a State-by-State or case-by-
case basis, or should generally applicable
standards be set? Second, if a minimum
age is set, what should it be? Third,
should Federal financial participation
ever he available in sterilizations of peo-
ple below the minimum age?

With respect to the first question, de-
terminations of legal capacity to give in-
formed consent made solely under State
law would produce the anomalous result
of the Department withholding funds
for the sterilization of a 20-vear-old in
one State, while funding sterilizations of
younger people in others. According con-
clusive effect to State law would also
necessitate the extremely difficult deter-
mination of the age of consent for pur-
poses of sterilization under varying State
laws, some of which confer the status
associated with the age of majority upon
so-called emancipated minors or upon
minors who have contracted a legal mar-
riage, others of which confer competence
for different purposes at a variety of
ages. Moreover, it would be costly and
perhaps impractical for the Department
to mandate case-by-case inquiries into
the maturity and judgment of prospec-
tive patients. Consequently, the Depart-
ment believes that it has no alternative
but to engage in line-drawing and set a
single uniform standard, recognizing the
inevitability that gross distinctions do
not always adequately reflect differences
of maturity and judgment.

A single standard necessarily divides
persons who seek sterilizations, into two
groups: those over the the minimum age,
for whom funds are made available; and
those below it, for whom funds are with-
held. This age classification is not, how-
ever, unconstitutional. The District
Courts in Voe and Peck, discussed above,
sustained against constitutional chal-
lenge the Department’s current bar on
funding sterilizations for individuals who
are under age 21 or mentally incompe-
tent. In doing so the courts relied heav-
ily upon the Supreme Court’s recent de-
cision in Maher v. Roe, 45 U.S.L.W. 4787
(U.S. June 20, 1977), which held in es-
sence that since the Constitution does
not mandate the funding of medical care,
governmental limitations on provision of
such care must be upheld if they bear a
rational relationship to a permissible
legislative purpose. Thus, as in Maher,
the proposed rules are not subject to the
holding of Roe v. Wade, 410 U.S. 113
(1973), that the Constitution forbids the
government to prevent or penalize the
exercise of the right to procreative pri-
vacy. The age limitation does not inter-
fere with an individual’s decision
whether to bear or beget a child, but
merely withholds Federal funding of one
particular means of effectuating the de-

cision not to bear or beget a child.

Assuming the validity of a uniform
minimum age, the second question, as to
what is the appropriate minimum age, is
one as to which reasonable people may
have strongly disparate views. There is
general agreement that at some age an
individual is so immature and his/her
judgment so uninformed that it is rea-
sonable to presume that he/she is in-
capable of giving informed consent, and
that therefere his/her assent to be steri-
lized cannot be said to be “voluntary”
within the meaning of the family plan-
ning statutes. Moreover, minors have in
the past been subject to sterilization
abuse, although there may be some dis-
agreement as to how widespread these
abuses have been.

But beyond these general principles,
there remains strong disagreement on
the question as to where the line should
be drawn. The Department is aware of
the competing considerations: if the
minimum is too high people needing
sterilizations who might be able to give
their informed consent will not be able
to get them; but if the minimum age is
too law, people without sufficient matu-
rity or judgment to resist coercion may
be forced into sterilizations they do not
want. Resolving these tensions has prov-
en to be quite difficult and vexing. Much
of the evidence of hardship due to un-
availability of sterilizations and hardship
due to sterilization abuse is extremely
compelling. But it is also only anecdotal.
In the absence of substantial and system-
atic evidence as to where the balance
of hardship lies, the Department is pro-
posing 21 as the minimum age, recogniz-
ing the imperfection of any age chosen,
in the belief that there is reason to be
concerned whether people under that age
generally have the judgment, experience
and maturity to make voluntary deci-
sions to be sterilized.

The third question is whether the pro-
posed rules should provide for steriliza-
tion of people below the minimum age
under extraordinary circumstances, and
if so, what should those circumstances
be? Although recognizing that severe
hardships can befall a person under 21
who cannot use other forms of birth con-
trol if sterilization is unavailable, the
Department is proposing that Federally-
funded sterilizations not be available,
under any circumstances, to people un-
der 21.

There is serious question, given the
presumption of lack of capacity on the
part of a person under 21 to consent to
be sterilized, whether the Department
has the legal authority to fund any ster-
ilizations of people below that age, since
the family planning statutes require
that the receipt of sterilization services
be “voluntary.” The issue is not free
from doubt, since the doctrine of substi-
tuted consent, in which parents or
guardians are empowered to make de-
cisions on behalf of those incapable of
doing so themselves, has been occa-
sionally accepted with respect to other
critical decisions. Equally important is
that any exception would be difficult to
monitor and could create substantial
possibilities of abuse. Without evidence
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or widespread compelling need, and
without reason to believe that substan-
tial incidents of abuse would not occur,
the Department is reluctant to partici-
pate financially in the sterilization of
people under 21.

The Department is eager to receive
comments on the question of minimum
age. It would be helpful if the comments
could address themselves to the follow-
ing issues, among others:

1. What is the evidence of steriliza-
tion abuse of people under 21 (or 18) ?

2. Is there evidence that substantial
numbers of people under 21 (or 18) have
been denied necessary sterilization serv-
ices under the current moratorium?

3. What form does sterilization abuse
of people under 21 (or 18) take?

4. What are the circumstances under
which it might be appropriate to fund
sterilizations of people below the mini-
mum age specified in the proposed
rules? How could such exceptions be
monitored to avoid abuse?

205.35-5 Sterilization of a Mentally
Incompetent Individual Aged 21 or
Older; Sterilization of an Institu-
tionalized Individual Aged 21 or
Older

Text of proposed rule:

(a) Federal financial participation is un-
available in expenditures for a sterilization
or a person who has been declared mentally
incompetent by a Federal, State, or local
court, or who is in fact mentally incompe-
tent under Federal or State law.

(b) Federal financial participation is un-
available in expenditures for a sterilization
of any individual institutionalized in a cor-
rectional, or mental or other facility unless:

(1) The individual has voluntarily given
his/her informed consent in accordance with
all the procedures prescribed in section
205.35-3;

(2) At least 30 days have elapsed between
this date of informed consent and the date
of the sterilization:

(3) The individual is at least 21 years old;

(4) The sterilization review committee has
certified to a court, after a hearing at which
counsel representing the patient has pre-
sented the evidence for and against such a
certification, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure as set
forth in section 205. 35-3(a), and that the
patient has voluntarily consented to be steri-
lized; and

(5) The court has found, after a hearing
at which counsel lot the patient has pre-
sented the evidence for and against such a
finding, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure as set
forth in section 205.35-3(a), and that the
patient has voluntarily consented to be steri-
lized.

or

(a) Federal financial participation is un-
available in expenditures for a sterilization
of a mentally incompetent individual, or any
individual institutionalized in a correctional,
mental or other facility unless:

(1) The individual has voluntarily given
his/her informed consent in accordance with
all the procedures prescribed in section
205.35-3;

FEDERAL
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(2) At least 30 days have elapsed between
the data of informed consent and the date
of the sterilization:

(3) The individual is at least 21 years old;

(4) The sterilization review committee has
certified to a court, after a hearing at which
counsel representing the patient has pre-
sented the evidence for and against such a
certification, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure as set
forth in section 205.35-3(a), and that the
patient has voluntarily consented to be
sterilized; and

(5) The court has found, after a hearing
at which counsel for the patient has pre-
sented the evidence for and against such a
finding, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure as set
forth in section 205.35-3(a), and that the
patient has voluntarily consented to be steri-
lized.

(b) Federal financial participation is un-
available in expenditures for the steriliza-
tion of a mentally incompetent individual
who does not understand the nature and
consequences of the proposed sterilization
procedure as set forth in section 205.35-(a).

and

§ 50.205 Sterilization of a mentally in-
competent individual aged 21 or old-
er; sterilization of an institutional-
ized individual aged 21 or older

Text of proposed rule:

(a) Programs or projects to which this
subpart applies shall not perform or arrange
for the performance of a sterilization of any
person declared mentally incompetent by a
State, Federal or local court, or who is in fact
mentally incompetent under Federal or State
law.

(b) Programs or projects to which this
subpart applies shall not perform or arrange
for the performance of a sterilization of any
individual institutionalized in a correctional,
mental or other facility unless:

(1) The individual has voluntarily given
his/her informed consent in accordance with
the procedure prescribed in section 50.203;

(2) At least 30 days have elapsed between
the date of informed consent and the data
of the sterilization;

(3) The individual is at least 21 years old;

(4) The sterilization review committee has-
Certified to a court, after a hearing at which
counsel representing the patient has pre-
sented the evidence for and against such a
certification, that all of the requirements
for sterilization have been met, that the
patient understands the nature and conse-
quences of the proposed sterilization proce-
dure as set forth in section 50.203(a), and
that the patient has voluntarily consented
to be sterilized; and

(5) The court has found, after a hearing
at which counsel for the patient has pre-
sented the evidence for and against such a
certification, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure, as set
forth in section 50.203(a), and that the pa-
tient has voluntarily consented to be steril-
ized.

or

(a) Programs or projects to which this
subpart applies shall not perform or arrange
for the performance or a sterilization of a
mentally incompetent individual or any in-
dividual institutionalized in a correctional,
mental or other facility unless:

(1) The individual has voluntarily given
his/her informed consent in accordance with
the procedures prescribed in section 50.203;

(2) At least 30 days have elapsed between
the date of informed consent and the date
of the sterilization;

(8) The individual is at least 21 years old;

(4) The sterilization review committee has
certified to a court, after a hearing at which
counsel representing the patient has pre-
sented the evidence for and against such a
certification, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure as set

forth in section 50.203(a), and that the
patient has voluntarily consented to be
sterilized; and

(5) The court has found, after a hearing
at which counsel for the patient has pre-
sented the evidence for and against such a
finding, that all of the requirements for
sterilization have been met, that the patient
understands the nature and consequences of
the proposed sterilization procedure, as set
forth in section 50.203(a), and that the
patient has voluntarily consented to be
sterilized.

(b) Programs or projects to which this
subpart applies shall not perform or arrange
for the performance of a sterilization of a
mentally incompetent individual who does
not understand the nature and consequences
Of the proposed sterilization procedure as
set forth in section 50.203(a).

These provisions embody two alterna-
tive responses to the issue of suitability
of funding sterilization for two groups of
people particularly vulnerable to sterili-
zation abuse—mentally  incompetent
people and people in mental, correctional
or other institutions.

Mental Incompetents. Two alternative
formulations are proposed with respect
to people who are mentally incompetent
under Federal or State law. Under the
first version, Federal funds would not be
available for the sterilization of any per-
son declared incompetent by a Federal,
State, or local court, or incompetent in
fact under Federal or local law. This is
the Department’s current policy, em-
bodied in the moratorium in effect since
1973, on the funding of sterilization of
mental incompetents.

The advantages of the moratorium
have been its relative simplicity, con-
sequent ease of application and its ap-
parent prevention of substantial sterili-
zation abuse of mentally incompetent
people. Further, the Department has not
been made aware of significant hard-
ships traceable to the moratorium.

The current moratorium, however, has
some serious disadvantages. It is possible
that the moratorium results in substan-
tial unnecessary suffering by denying ac-
cess to sterilizations by people who want
them and who—regardless of label im-
posed upon them by a finding of incom-
petence—are fully capable of under-
standing the nature and consequences of
and voluntarily consenting to a steriliza-
tion. Indeed people may be adjudicated
incompetent for limited purposes only,
such as the conduct of financial affairs,
and yet are fully capable of rendering
informed and voluntary consent to be
sterilized. In addition, continuing the
absolute bar to the funding for steriliza-
tion of persons incompetent in fact but
not so adjudicated leaves the physician
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in an impossible dilemma and without
any avenues of success. Being uncertain
as to the patient’s competence, and with-
out access to a review committee and
court hearing, the physician will decline
to sterilize the patient. It may be that
the moratorium thereby has the unin-
tended effect of denying sterilizations to
people who would not be adjudicated in-
competent but whom physicians are re-
luctant to sterilize because of possible
liability.

The Department stresses that it does
not have adequate data on the numbers
of mentally incompetent people who de-
sire and are capable of consenting to
sterilizations. Should comments uncover
evidence of substantial desire for sterili-
zations among the mentally incompetent
capable of consent, a system of safe-
guards would need to be constructed to
avoid creating a serious potential for
sterilization abuse. The second alterna-
tive proposed in these rules is intended
to construct such a system.

The Department seeks to avoid any co-
erced sterilizations of the mentally in-
competent. Because mental incompe-
tents are presumptively incapable of
informed consent, the procedures un-—
der this alternative are directed to the
end of assuring that assent to steriliza-
tion is indeed voluntary and informed.
The Department intends to re-evaluate
this section in light of the comments re-
ceived to determine whether these—or
any procedures will be adequate to fore-
stall coerced sterilizations.

As with respect to setting minimum
ages, the Department, in interpreting the
Federal statutory standard of voluntari-
ness, has the legal authority to adminis-
ter a single, uniform standard of men-
tal competence. See Relf v. Mathews,
supra.

The fact that a patient has been ad-
judicated incompetent under State law
would not settle the issue of Federal law
as to whether the patient had voluntarily
consented to be sterilized. If the De-
partment decides to fund sterilization of
mentally incompetent patients it would
do so only if the patient “understands
the nature and consequences of the pro-
posed sterilization procedure as set forth
in section 205.35-3(a)” and had given
informed consent in accordance with
the proposed rules. This standard by
necessity calls for case-by-case deter-
mination.

Under this alternative regulation, per-
sons adjudicated incompetent or incom-
petent in fact would be eligible for Fed-
erally funded sterilizations if they are
capable of rendering informed and vol-
untary consent to be sterilized. Thus, for
example, a patient as to whom a physi-
cian had any serious question as to his {
her mental competence could be steril-
ized in accordance with the procedures
mandated by this subsection.

Mental incompetents seeking to be
sterilized would first give their informed
consent to a proposed sterilization in
the manner prescribed in section 205.
35-3 [50.203] As with all other sterili-
zations—and for the same reasons—no
federally funded sterilization could go

PROPOSED RULES

forward before the expiration of 30 days
after informed consent had been given,
and no federally funded sterilization
could be performed on a patient less
than 21 years old.

Following the initial steps, the pro-
posed sterilization would be presented to
the sterilization review committee de-
scribed earlier in this Notice. As provi-
ously indicated, the Department current-
ly intends to leave the method of con-
vening and the procedures for operating
sterilization review committees to the
states, programs, or projects. Existing
procedures under State law may also be
adequate to satisfy the review committee
requirement. The rules do, however, re-
quire the presence of a physician, (other
than the one proposing to perform the
sterilization) lawyer, social worker and
patient advocate.

The sole inquiry for the sterilization
review committee would be whether the
patient had the capacity to give and had
in fact given his/her informed consent;
it would not be empowered to consider
the wisdom of the patient’s choice. If in-
formed consent had indeed been given,
the committee would not be empowered
to override the patient’s choice on the
basis of his/her “best interests.” The
committee would likewise not be em-
powered under these rules to consider
whether sterilization would be in the
“best interest” of one who could not un-
derstand the nature and consequences
of the proposed sterilization.

The patient, as the proponent of the
sterilization, would be required to dem-
onstrate to the review committee that
all the requirements for informed con-
sent had been met, that he/she under-
stood the nature and consequences of the
proposed sterilization, and voluntarily
consented to be sterilized. This inquiry
subdivides into two parts: The question
of patient’s capacity to understand and
appreciate the information given to
him/her as part of the consent process.
and the question whether the patient
had in fact voluntarily given informed
consent in the manner prescribed by
these rules. The proposed rules specify
the “nature and consequences” that the
patient must understand; they are those
delineated by section 205.35-3(a) as the
minimum information the patient must
receive if his/her consent can be said to
be “informed.”

The Department believes that, in ad-
dition to the patient advocate, legal
counsel is necessary to protect the pa-
tient’s rights. Since the inquiry is by
definition into the patient’s capacity,
however, and circumstances will vary, it
is difficult to predict whether the attor-
ney would be acting in the best interests
of his/her client in arguing for or
against the proposed sterilization. Be-
cause of this unpredictability the De-
partment believes that counsel would be
most helpful to the patient and the re-
view committee by marshalling and pre-
senting the evidence both for and
against the proposed findings.

If a sterilization review committee
does not make the findings that would be
required under the proposed rules, the

sterilization could not be federally
funded. Where the committee makes
the required findings, the matter would
then be presented to a court for its de
novo consideration.

The proposed rules envision a rather
limited role for courts to which petitions
from review committees would be pre-
sented. The sole issue before the court
would be whether the patient had the
capacity to and did give informed con-
sent to be sterilized. The proposed rules
could not and would not requrie or em-
power courts to order federally funded
sterilizations, so there is no reason for
State courts to fear liability for order-
ing sterilizations. Cf. Spartman v. Mec-
Farlin, 522 F.2d 172 (7th Cir.), cert.
granted, ____ U.S. ____ (1977).

A related issue is whether State courts
would in fact assert jurisdiction over pe-
titions from sterilization review com-
mittees. The Department, of course, has
no power to create jurisdiction in State
courts, and State courts may not exer-
cise jurisdiction they do not have. How-
ever, since determinations of incompe-
tence and commitment to institutions
are often made by courts, it is believed
that State courts have jurisdiction over
the incompetent and institutionalized
individuals to empower inquiry into the
presence of informed consent for a ster—
ilization.

Proceedings before courts reviewing
petitions from sterilization review com-
mittees would be the same as those earli-
er described with respect to review com-
mittees. Thus, the proponent of the
sterilization would bear the burden of
proof, and the patient and the court
would be assisted by counsel presenting
the evidence for and against the re-
quired findings.

As with other strerilization issues, the
Department understands that there may
be divergent views on the proper treat-
ment of mental incompetents. Com-
ments are therefore solicited, particu-
larly with respect to the following issues:

1. Should the Department fund sterili-
zations of people who are mentally in-
competent under State law? Under
what circumstances?

2. Should the class of those requiring
special protection be more broadly de-
fined to include those, who although not
incompetent, are mentally impaired?
How would this group be described?

3. What have been the effects of the
current moratorium upon people who
would be eligible for sterilization under
this section of the proposed rules?

4. What reason is there to believe that
funding sterilizations of mental incom-
petents under any circumstances would
result in sterilization abuse?

5.What reason is there to believe that
the procedures required by this subsec-
tion of the proposed rules will be ade-
quate to prevent coerced sterilizations or
sterilizations of those unable to give in-
formed consent? Would other proce-
dures, such as resort to the American
Arbitration Association, be more effec-
tive?

The mentally incompetent without the
capacity to give informed consent. Under
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either proposed version of the rules with
respect to the funding of sterilization of
the mentally incompetent, no funds
would be available for sterilization of
people who lack the mental capacity to
give informed consent. This is the De-
partment’s current position on this issue.
For purposes of these rules, people who
cannot understand the nature and con-
sequences of a proposed sterilization-
that is, the minimum information set out
to section 205.35-3(a) that must be un-
derstood for consent to be deemed “in-
formed”—are considered to lack the
mental capacity to consent to a steriliza-
tion. There are classes of people so pro-
foundly retarded as to be unable to utilize
temporary forms of contraception and
for whom the bearing or begeting of a
child may bring only confusion, fear, or
indifference. The profoundly retarded
may be totally incapable of caring re-
sponsibly for their children, many of
whom may be profoundly retarded them-
selves. Instead, the burden may be shifted
to parents, guardians or other custo-
dians, perhaps raising burdens to in-
tolerable limits and increasing the pres-
sures for institutionalization of people
who might be otherwise better served in
non-custodial environments. In short,
there is a class of people whose continued
fertility may be against their best inter-
ests and that of society.

There are, however, compelling coun-
tervailing considerations. Although the
issue is not free from doubt, there is
serious question whether the Department
has the legal authority to fund steriliza-
tions for people who lack the mental
capacity themselves to satisfy the statu-
tory standard of voluntariness. Even as-
suming the validity of the doctrine of
substituted consent in this context, the
statutes give no guidance as to the cir-
cumstances under which a guardian
could request sterilization in the patient’s
name. Without explicit congressional
guidance in this sensitive and troubling
area, the Department is reluctant to con-
jecture as to the circumstances under
which Congress intended the Department
to fund sterilizations of those without the
mental capacity to give their informed
consent.

In addition, there is reason to fear that
any exception for sterilization of the pro-
foundly retarded would create myrid
possibilities for sterilization abuse. The
Department wishes to avoid wholesale
sterilization of mental incompetents for
the convenience of their guardians and
custodians, and fears that any exception
to a ban on Federal financial participa-
tion in the sterilization of the profoundly
retarded would prove extremely difficult
to police. Finally, as previously discussed,
there have heen few reports of hardships
occasioned by the present moratorium on
payment for sterilization of mental in-
competents.

These issues are deeply troubling, and
the Department welcomes the comments
of interested parties. Comments may be

PROPOSED RULES

directed to the following issues, among
others:

1. What is the Department’s legal au-
thority to find sterilizations of people
who lack the mental capacity to give
informed consent?

2. Has the present moratorium on fed-
erally funded sterilizations of mental in-
competents produced severe hardships?
Of what nature?

3. If the Department were to fund
sterilizations of the profoundly retarded,
under what circumstances should it do
so?

4. Would funding sterilizations of the
profoundly retarded under exceptional
circumstances inevitably lead to sub-
stantial sterilization abuse?

People in institutions. Under both pro-
posed versions of this part of the rules,
special procedural protections would be
required for the sterilization of people
in mental, correctional or other institu-
tions. Although the Department is un-
certain as to the number of institu-
tionalized people seeking sterilizations,
is is imperative that this group, no mat-
ter how small, be accorded special pro-
tections to counteract the enhanced op-
portunities for coercion inherent in a
custodial environment.

The procedures proposed are the same
as those proposed for mental incompe-
tents, and they are directed towards the
same goal-determining whether the pa-
tient has in fact given informed consent
to a proposed sterilization. The Depart-
ment believes that these procedures, de-
scribed earlier in this Notice, are gener-
ally properly tailored to protect people
in institutions.

One possible exception concerns the
role of counsel for the institutionalized
patient at committee and court proceed-
ings. Since, unlike the situation with re-
spect to mental incompetents, the in-
quiry would not be focused primarily on
the issue or the patient’s mental capac-
ity, there is little reason to fear that an
attorney supporting his client’s request
for a sterilization will not be acting for
his client. But there may be some bene-
fit, as a check upon abuse, in having an
attorney present evidence against a find-
ing that the patient in fact consented to
be sterilized. For this reason, the De-
partment has proposed that counsel for
the institutionalized patient at commit-
tee and court proceedings present evi-
dence for and against the requisite find-
ings.

The Department solicits comments on
the proper treatment of proposed sterili-
zations of people in institutions, includ-
ing comments directed at the following
issues:

1. What is the evidence of steriliza-
tion abuse of people in institutions?

2. Are identical procedures necessary
or appropriate to protect the interests of
mentally incompetent people and people
in institutions?

3. What should be the role of counsel,
if any, at committee and court proceed-
ings?

§ 205.35-6 Sterilization of a mentally
competent or incompetent individual
under the age of 21.

Text of proposed rule:

Federal financial participation is unavail-
able in expenditures in the sterilization of
individuals under 21 years old.

and

§ 50.206 Sterilization of a mentally
competent or incompetent individual
under the age of 21.

Text of proposed rule:

Programs or projects to which this subpart
applies shall not perform or arrange for the
performance of sterilizations or individuals
under21 years old.

These sections state the absolute rule,
for the reasons discussed earlier in this
Notice, that Federal financial participa-
tion would be unavailable in the sterili-
zation of individuals under 21 years old.

§ 205.35-7 Sterilization by hysterec-
tomy.

Text of proposed rule.

Federal financial assistance for family
planning purposes is unavailable for partici-
pation in any hysterectomy performed for
the purpose of rendering an individual per-
manently incapable of reproducing, unless
[exception, with appropriate safeguards, to
be added if comments describe circumstances
in which sterilization by hysterectomy is
generally accepted as the appropriate meth-
od].
and

§ 50.207 Sterilization by hysterectomy.

Programs or projects to which this subpart
applies shall not perform or arrange for the
performance of any hysterectomy for the
purpose of rendering an individual perma-
nently incapable of reproducing, unless [ex-
ception, with appropriate safeguards, to be
added if comments describe circumstances in
which sterilization by hysterectomy is gen-
erally accepted as the appropriate method].

The statutes under which the proposed
rules are being issued authorize the ex-
penditure of Federal funds for “family
planning” services. In enacting these
statutes, Congress clearly imposed upon
the Department the responsibility to de-
termine what services fall within the
statutory authorization. For example,
section 1001(a) of the Public Health
Service Act, 42 U.S.C. 300(a), authorizes
the Secretary to arrange for the provi-
sion only of “acceptable and effective”
family planning methods. The Depart-
ment believes that it has no less of a
responsibility to fund only “acceptable
and effective” family planning methods
under its other programs; indeed, section
1903(a) (5) of the Social Security Act, 42
U.S.C. 1396b(a) (5), imposes this same
duty upon the Department in the Medic-
aid program by providing for a special
rate for Federal matching of State fam-
ily planning expenditures.

There is virtual unanimity within the
medical profession that hysterectomy, in
the adsence of other clinical indications,

is not an appropriate or even acceptable
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means of sterilization. It is widely ac-
cepted that hysterectomy is a much more
dangerous form of female sterilization
than the various types of tubal ligations.
One study, for example, concluded that
“the complication rate of simple vaginal
hysterectomy was 10 to 20 times higher
than the complication rate of tubal
sterilization procedures.” L. Hibbard,
Sexual Sterilization by Elective Hyster-
ectomy, 112 Am. J. Obstet. Gynecol. 311,
317 (1972). It is believed that a compari-
son of mortality rates would be similarly
striking.

Hysterectomies are also many times
more expensive than other female sterili-
zation procedures. A tubal ligation can be
performed usually within a one-day hos-
pital stay, and in some cases on an out-
patient basis. In contrast, hysterectomy
is a more drastic surgical procedure,
often requiring hospitalization for as
much as 5 to 7 days.

Because of these considerations, hys-
terectomy is virtually universally decried
when wused for sterilization purposes
alone. The American College of Obstetri-
cians and Gynecologists, for example,
takes the position that whenever a hys-
terectomy is performed solely for sterili-
zation purposes, the case automatically
should be referred toa physician’s com-
mittee for peer review. See ACOG, Model
Screening Criteria, 18 (1977). Other au-
thorities have concluded that hysterec-
tomy is not a valid sterilization tech-
nique. See, e.g., Dyck, F. Murphy & J.
Murphy et al. Effect of Surveillance on
the Number of Hysterectomies in the
Province of Saskatchewan, 296 N.E.J.
Med. 1326, 1328 (1977); Testimony of
Kenneth J. Ryan, M.D., Chairman, De-
partment of Obstetrics and Gynecology,
Harvard University School of Medicine,
in Hearings on Important Cost and Qual-
ity Issues of Health Care Before the Sub-
committee on Oversight and Investiga-
tions of the House Committee on Inter-
state and Foreign Commerce, 95th Cong.,
1st Sess. at350 (1977).

On the basis of these authorities, and
in the belief that they represent the over-
whelming preponderance of opinion in
the medical profession, the Department is
proposing not to fund sterilizations by
hysterectomy. In spite of this apparent
unanimity, however, the proposed rules
have been written so as to provide for
Federal financial participation in hys-
terectomies for family planning purposes
under exceptional cicumstances, of
which the Department is presently un-
aware. In which sterilization by hysterec-
tomy would be medically appropriate,
should any such circumstances be de-
scribed in public comments received by
the Department. If such an exception is
added to this provision, the Department
will have to consider possible safeguards
to protect against abuse. Such safeguards
might include additional documentation
requirements or a required consultation
with an additional physician. In any
event, sterilizations by hysterectomy for
which there might be non family plan-
ning justifications could still be Federally

funded if they meet the criteria of other
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provisions authorizing funding for medi-
cal assistance.

The Department solicits comments on
the appropriateness of sterilizations by
hysterectomy, including comments di-
rected at the following issues:

1. Are there any circumstances under
which performing a hysterectomy for
sterilization purposes is generally ac-
cepted as appropriate?

1. Should any other mechanism, for
example requiring additional documen-
tation or second physician consultations,
be utilized to deal with the question of
sterilization hysterectomies?

Text of proposed rule:

(b) Federal financial participation is avail-
able in a hysterectomy the purpose of which
is other than to render the patient perma-
nently incapable of reproducing, provided
that:

(1) The individual who secures the usual
authorization from the patient or her repre-
sentative, if any, to perform the hysterectomy
has informed the patient and her representa-
tive, if any, orally and in writing, that the
hysterectomy will render the patient per-
manently incapable of reproducing; and

(2) The patient or her representative, if
any, has signed a written acknowledgement of
receipt of the foregoing information.

and

(b) Programs or projects to which this
subpart applies may perform or arrange for
the performance of a hysterectomy the pur-
pose of which is other than to render the pa-
cient permanently incapable of reproducing,
provided that:

(1) The individual who secures the usual
authorization from the patient or her repre-
sentative, if any, to perform the hysterectomy
has informed the patient and her representa-
tive, if any, orally and in writing, that the
hysterectomy will render the patient perma-
nently incapable of reproducing; and

(2) The patient or her representative, if
any, has signed a written acknowledgment
or receipt of the foregoing information.

Even though hysterectomy is not ac-
knowledged as an acceptable family plan-
ning technique, it undeniably always has
the effect of rendering a patient perma-
nently incapable of reproducing. The
Department wishes to ensure that pa-
tients fully understand the family plan-
ning consequences of hysterectomies.

To accomplish this end, the proposed
rules require that whenever a Federally-
funded hysterectomy is performed, the
person securing the patient’s authoriza-
tion for the surgery (or, where applica-
ble, the authorization of the patient’s
representative) inform the patient and
her representative that the hysterec-
tomy will render the patient perma-
nently incapable of reproducing. To
ensure compliance with this provision,
the proposed rules further require the
patient or her representative to ac-
knowledge, in writing, receipt of the in-
formation that the hysterectomy will
render the patient permanently incapa-
ble of reproducing.

It should be noted that this provision
imposes no requirements as to the cir-
cumstances under which authorization
for a hysterectomy must be obtained or
the people from whom it must be ob-
tained. The Department at present does

not have reason to believe that authori-
zation for hysterectomies, like all other
purely medical procedures, is not rou-
tinely and properly obtained. The pro-
posed rules, therefore, would require the
provision and acknowledgment of re-
ceipt of the requisite information only
on the same basis and under the same
circumstances as upon which authoriza-
tion is already being obtained.

Comments are solicited with respect to
this provision, particularly with respect
to the following questions:

1. Is the proposed rule adequate to en-
sure that patients are apprised of the
inevitable consequencies of hysterec-
tomies?

2. Are existing procedures adequate to
ensure that patients are apprised of the
inevitable consequences of hysterec-
tomies?

§ 205.35-8 State Agency Requirements.

Text of Proposed rule:

(a) A State plan under Title I, IV-A, X,
XIV, XVI, XIX, or XX of the Social Security
Act must provide, with respect, to steriliza-
tion procedures or hysterectomies for which
payment is made under the plan, (1) that
all requirements of this section be met; and
(2) that the State will provide legal counsel
for the patient at all review committee and
court proceedings described In this section.

(b) The State Agency shall maintain suffi-
cient records and documentation to assure
compliance with these regulations, and must
retain such data for at least 3 years.

(c) The State Agency shall submit other
reports as required and when requested by
the Secretary.

and

§ 50.208 Program or project require-
ments.

Text of proposed rule:

(@) A program or project must, with re-
spect to any sterilization procedure or hys-
terectomy it performs or arranges, (1) meet
all requirements of this subpart; and (2)
provide legal counsel for the patient at all
review committee and court proceedings de-
scribed in this subpart.

(b) The program or project shall main-
tain sufficient records and documentation to
assure compliance with these regulations,
and must retain such data for at least 3
years.

() The program or project shall submit
other reports as required and when requested
by the Secretary.

The proposed rules provide that a
State plan under title I, IV-A, X, XIV,
XVI, XIX, or XX of the Social Security
Act, with respect to sterilization proced-
ures or hysterectomies for which pay-
ment is made under the plan, and a pro-
gram or project, with respect to steriliza-
tion procedures or hysterectomies sup-
ported by the Public Health Service, must
provide (1) that all requirements of this
section be met; and (2) that the State,
program, or project will provide legal
counsel for the patient at all steriliza-
tion review committee and court pro-
ceedings described in this section. The
State Agency, or Program or project,
must maintain sufficient records and
documentation to assure compliance with
these regulations, and must retain such
data for at least 3 years. The appro-
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priate State agency, program, or project
must submit other reports as required
and when requested by the Secretary.

§ 205.35-9 Federal financial participa-
tion.

Text of proposed rule:

(a) Federal financial participation is not
available in expenditures for sterilization
procedures unless a facsimile of the consent
form appended to this section or another
form approved by the Secretary is used for
purposes of this section.

(b) Federal financial participation under
title XIX of the Social Security Act is un-
available in any sterilization or hysterectomy
for which the State Agency has paid without
first having received documentation showing
that the requirements of this section have
been met. Documentation includes consent
forms, review committee certifications, court
orders, and acknowledgements of receipt of
hysterectomy information.

(c) Federal financial participation is avail-
able in expenditures for the review commit-
tee and legal counsel where required by this
section.

and

§50.209 Use of Federal financial assistance.

(a) Federal financial assistance adminis-
tered by the Public Health Service may not
be used for expenditures for sterilization pro-
cedures unless the consent form appended to
this subpart or another form approved by the
Secretary is used for purposes of this section.

(b) A program or project shall not use
Federal financial assistance for any steriliza-
tion or hysterectomy without first receiving
documentation showing that the require-
ments of this subpart have been met. Docu-
mentation includes consent forms, review
committee certifications, court orders, and
acknowledgements of receipts of hysterec-
tomy information.

(c) Federal financial assistance adminis-
tered by the Public Health Service may be
used for the expenditures for the revivew
committee and legal counsel where required
by this section.

The proposed rules provide that Fed-
eral financial participation would not be
available in expenditures for sterilization
procedures unless the consent form con-
tained in the appendix to the regulations
or another form approved by the Secre-
tary is used for purposes as this section.
To facilitate enforcement, the appropri-
ate State Agency, program, or project
may not pay for any sterilization proce-
dure or hysterectomy without first re-
ceiving documentation showing that the
requirements of these rules have been
met. Documentation includes consent
forms, sterilization review committee
certifications, court orders, and acknowl-
edgements of receipt of the information
that a hysterectomy will render the pa-
tient permanently incapable of repro-
ducing. The proposed rules also provide
that Federal financial participation is
available in expenditures for the sterili-
zation review committee and legal coun-
sel where required by the regulations.

INVITATION TO COMMENT

Interested persons are invited to sub-
mit written comments, suggestions or ob-
jections concerning the proposed regula-
tions to, for the Public Health Service,
Marilyn L. Martin, Room 722H (Hubert

H. Humphrey Building), 200 Independ-
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enceAvenue SW., Washington, D.C. 20201
and, for the Health Care Financing Ad-
ministration, Administrator, HCFA, P.O.
Box 2366, Washington, D.C. 20013, on or
before March 13, 1977. All comments re-
ceived in timely response to this Notice
will be considered and will be available
for public inspection at the following of-
fices during regular business hours.
Public Health Service, Room 722H (Hubert
H. Humphrey Building), 200 Independence
Avenue, SW., Washington, D.C.. 20201.
Health Care Financing Administration, Room
5225, Switzer Building, 330 C Street, SW.,
Washington, D.C. 20201.

It is proposed to make these rules ef-
fective upon republication in the FEDERAL
REGISTER.

NOTE.—The Department of Health, Educa-
tion, and Welfare has determined that this
document does not contain a major pro-
posal requiring preparation of an Inflation
Impact Statement under Executive Order
11821 and OMB Circular A-107.

It is therefore proposed to amend 42
CFR Part 50 Subpart B, and 45 CFR,
Chapter II, Part 205 as set forth below.

Dated: November 30, 1977.

JuLius B. RICHMOND,
Assistant Secretary for Health.

ROBERT A. DERZON,
Administrator, Health
Care Financing Administration.

NovEMBER 30, 1977.
Approved: December 1, 1977.

JoseEPH A. CALIFANO Jr.,
Secretary.

1. Section 205.35, Part 205, Chapter
II, Title 45 of the Code of Federal Reg-
ulations is revised to read as set forth
below:

§205.35-1 Applicability.

This section applies to programs ad-
ministered under Titles I, IV-A, X, XIV,
XVI, XIX, and XX of the Social Securi-
ty Act.

§205.35-2 Definitions.

(a) “Sterilization” means any medical
procedure or operation for the purpose
of rendering an individual permanently
incapable of reproducing.

(b) “Informed consent” (to a steriliza-
tion procedure) means a written au-
thorization to be sterilized given by the
person to be sterilized and given volun-
tarily and with an understanding of the
nature and consequences of the pro-
cedure to be performed.

() “Consent form” means a written
document which states the requirements
for informed consent as set forth in Sec-
tion 205.35-3.

(d) “A mentally incompetent in-
dividual” means a person who has been
declared mentally incompetent by a Fed-
eral, State, or local court, or who is in
fact mentally incompetent under Federal
or State law.

(e) “A sterilization review committee”
means a committee designated by the
State Agency to review, approve, or deny
applications for sterilization as required
by this section. The committee must in-

clude a physician (other than the one
proposing to perform the sterilization),

attorney, social worker, and patient
advocate.
(f) “Hysterectomy” means a medical

procedure or operation for the purpose
of removing the uterus.

§ 205.35-3 Consent procedures.

Informed consent does not exist unless
a consent form is completed voluntarily
and in accordance with all the require-
ments of this paragraph.

(a) Preparing to obtain informed con-
sent. An individual who obtains in-
formed consent for a sterilization pro-
cedure must provide orally all of the fol-
lowing information or advice to the in-
dividual who is to be sterilized:

(1) Advice that the individual is free
to withhold or withdraw his/her con-
sent to the procedure at any time prior
to the sterilization without affecting his/
her right to future care or treatment,
and without loss or withdrawal of any
Federally-funded program benefits to
which the individual might be otherwise
entitled;

(2) A description of available alterna-
tive methods of family planning and birth
control;

(3) A full description of the benefits
or advantages he/she may expect to gain
as a result of the sterilization;

(4) Advice that the sterilization pro-
cedure is considered to be irreversible;

(5) A thorough explanation of the spe-
cific sterilization procedure to be per-
formed;

(6) A full description of the discom-
forts and risks which may accompany
and follow the performing of the proce-
dure, including an explanation of the
type and possible effects of any anes-
thetic to be used;

(7) Advice that the sterilization will
not be performed for at least 30 days;
and

(8) An opportunity to ask and have an-
swered any questions he/she may have
concerning the sterilization procedure.

(b) Filling out the consent form.—(1)
Language of the consent form. The con-
sent form should be in the primary lan-
guage of the patient. If the consent form
is not in the primary language of the pa-
tient, an interpreter must be made avail-
able to assist the individual.

(2) Provisions for the handicapped.
Suitable arrangements must be made to
ensure that consent information is effec—
tively communicated to blind, deaf, and
other handicapped patients.

(3) Signatures on the consent form.
The consent form must be signed and

dated by:

(i) The patient; and

(ii) The interpreter, if one is pro-
vided; and

(iii) The individual who obtains the
consent of the patient; and

(iv) The physician who will perform
the sterilization procedure.

(4) Required certifications. (i) The
person securing the patient’s consent
must certify by signing the consent form
that, before the patient signed the con-
sent form, he/she advised the patient
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that no Federal benefits may be with-
drawn because of the patient’s decision
not to be sterilized, that he/she ex-
plained orally the requirements for in-
formed consent as set forth on the con-
sent form, and that the patient, to the
best of his/her knowledge and belief, ap-
peared mentally competent and know-
ingly and voluntarily consented to be
sterilized.

(ii) The physician performing the
sterilization must certify by signing the
consent form that, immediately prior to
the performance of the sterilization, he/
she advised the patient that no Federal
benefits may be withdrawn because of the
patient’s decision not to be sterilized,
that he/she explained orally the elements
of informed consent as set forth on the
consent form, and that the patient, to
the best of his/her knowledge and be-
lief, appeared mentally competent and
knowingly and voluntarily consented to
be sterilized. The physician will further
certify that, to the best of his/her knowl-
edge and belief, at least 30 days passed
between the date upon which the patient
signed the consent form and the date
upon which the sterilization was per-
formed.

(iii) The physician performing the
sterilization must, in cases where court
orders are required by this section, cer-
tify, by signing the consent form, that
he/she was provided with a copy of the
court order prior to the performance of
the sterilization.

(c) Following State and local proce-
dures. In addition to the consent proce-
dures required by this part, any require-
ment of State and local law, except one
of spousal consent, must be followed.

§ 205.35-4 Sterilization of a mentally
competent individual aged 21 or
older.

Federal financial participation is avail-
able in expenditures for a sterilization of
a mentally competent individual only
when the followmg requirements have
been met:

(a) The individual has voluntarily
given his/her informed consent in ac-
cordance with all the procedures pre-
scribed in§ 205.35-3.

(b) At least 30 days have passed be-
tween the date of informed consent and
the date of the sterilization.

(c) The individual is at least 21 years
old.

§ 205.35-5 Sterilization of a mentally

incompetent individual aged 21 or
older; sterilization of an institution-
alized individual aged 21 or older.

(a) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a steriliza-
tion of any person declared mentally
incompetent by a State, Federal or local
court, or who is in fact mentally incom-
petent under Federal or State law.

(b) Programs or projects to which
this subpart applies shall not perform
or arrange for the performance of a
sterilization of any individual institu-
utionalized in a correctional, mental or
other facility unless:
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(1) The individual has voluntarily
given his/her informed consent in ac-
cordance with the procedures pre-
scribed in § 50.203;

(2) At least 30 days have elapsed be-
tween the date of informed consent and
the date of the sterilization;

(3) The individual is at least 21 years
old;

(4) The sterilization review commit-
tee has certified to a court, after a hear-
ing at which counsel representing the
patient has presented the evidence for
and against such a certification, that all
of the requirements for sterilization have
been met, that the patient understands
the nature and consequences of the pro-
posed sterilization procedure as set forth
in section 50.203(a), and that the patient
has voluntarily consented to be steril-
ized; and

(5) The court has found, after a hear-
ing at which counsel for the patient has
presented the evidence for and against
such a finding, that all of the require-
ments for sterilization have been met,
that the patient understands the nature
and consequences of the proposed sterili-
zation procedure, as set forth in section
50.203(a), and that the patient has vol-
untarily consented to be sterilized.

or

(a) Federal financial participation is
unavailable in expenditures for a sterili-
zation of a mentally incompetent indi-
vidual, or any individual institutionalized
in a correctional, mental or other facility
unless:

(1) The individual has voluntarily
given his/her informed consent in ac-
cordance with all the procedures pre-
scribed in § 205.35-3;

(2) At least 30 days have elapsed be-
tween the date of informed consent and
the date of the sterilization;

(3) The individual is at least 21 years
old;

(4) The sterilization review committee
has certified to a court, after a hearing
at which counsel representing the pa-
tient has presented the evidence for and
against such a certification, that all of
the requirements for sterilization have
been met, that the patient understands
the nature and consequences of the pro-
posed sterilization procedure as set forth
in section 205.35(a), and that the pa-
tient has voluntarily consented to be
sterilized; and

(5) The court has found, after a hear-
ing at which counsel for the patient has
presented the evidence for and against
such a finding, that all of the require-
ments for sterilization have been met,
that the patient understands the nature
and consequences of the proposed sterili-
zation procedure as set forth in section
205.35-3(a), and that the patient has
voluntarily consented to be sterilized.

(b) Federal financial participation is
unavailable in expenditures for the
sterilization of a mentally incompetent
individual who does not understand the
nature and consequences of the pro-
posed sterilization procedure as set forth
in § 205.35-3(a).

§ 205.35-6 Sterilization of a mentally
competent or incompetent individual
under the age of 21.

Federal financial participation is un-
available in expenditures in the steriliza-
tion of individuals under 21 years old.

§ 205.35-7 Sterilization by hysterec-
tomy.

(a) Federal financial assistance for
family planing purposes is available
in any hysterectomy performed for the
purpose of rendering an individual per-
manently incapable of reproducing,
unless [exception, with appropriate
safeguards, to be added if comments
describe circumstances in which sterili-
zation by hysterectomy is generally ac-
cepted as the appropriate method].

(b) Federal financial participation is
available in a hysterectomy the purpose
of which is other than to render the
patient permanently incapable of re-
producing, provided that:

(1) The individual who secures the
usual authorization from the patient or
her representative, if any, to perform the
hysterectomy has informed the patient
and her representative, if any, orally and
in writing, that the hysterectomy will
render the patient permanently incapa-
ble of reproducing; and

(2) The patient or her representative,
if any, has signed a written acknowl-
edgement of receipt of the foregoing in-
formation.

§ 205.35-8 State Agency requirements.

(a) A State plan under Title I, IV-A,
X, XIV, XVI, XIX, or XX of the Social
Security Act must provide, with respect
to sterilization procedures or hysterec-
tomies for which payment is made under
the plan, (1) that all requirements of
this section be met; and (2) that the
State will provide legal counsel for the
patient at all review committee and
court proceedings described in this
section.

(b) The State Agency shall maintain
sufficient records and documentation to
assure compliance with these regula-
tions, and must retain such data for at
least 3 years.

(c) The State Agency shall submit
other reports as required and when re-
quested by the Secretary.

§ 205.35-9 Federal financial participa-
tion.

(a) Federal financial participation is
not available in expenditures for steri-
lization procedures unless a facsimile of
the consent form appended to this sec-
tion or another form approved by the
Secretary is used for purposes of this
section.

(b) Federal financial participation
under title XIX of the Social Security
Act is unavailable in any sterilization
or hysterectomy for which the State
Agency has paid without first having
received documentation showing that
the requirements of this section have
been met. Documentation includes con-
sent forms, review committee certifica-

tions, court orders, and acknowledge-
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ments of receipt of hysterectomy infor-
mation.

(c) Federal financial participation is
available in expenditures for the review
committee and legal counsel where re-
quired by this section.

2. Sections 50.201-204, Subpart B, Part
50, Chapter I, Title 42 of the Code of
Federal Regulations are revised to read
as set forth below:

§ 50.201 Applicability.

The provisions of this subpart are ap-
plicable to programs or projects for
health services which are supported in
whole or in part by Federa%D financial
assistance, whether by grant or contract,
administered by the Public Health
Service.

§ 50.202 Definitions.

As used in this subpart:

(a) “Sterilization” means any medical
procedure or operation for the purpose
of rendering an individual permanently
incapable of reproducing.

(b) “Informed consent” to a steriliza-
tion procedure means a written authori-
zation to be sterilized given by the person
to be sterilized and given voluntarily and
with an understanding of the nature and
consequences of the procedure to be
performed.

(c) “Consent form” means a written
document which states the requirements
for informed consent as set forth in
§50.203.

(d) “A mentally incompetent individ-
ual” means a person who has been de-
clared mentally incompetent by a Fed-
eral, State, or local court, or who is in
fact mentally incompetent under Federal
or State law.

(e) “A sterilization review committee”
means a committee dedicated by the
program or project to review, approve,
or deny applications for sterilization as
required by this section. The committee
must include a physician (other than the
one proposing to perform the steriliza-
tion), attorney, social worker, and pa-
tient advocate.

(f) “Hysterectomy” means a medical
procedure or operation for the purpose
of removing the uterus.

(g) The “Public Health Service” means
the Health Services Administration,
Health Resources Administration, Na-
tional Institutes of Health, Center for
Disease Control, Alcohol, Drug Abuse and
Mental Health Administration and all of
their constituent agencies.

(h) The “Secretary” means the Secre-
tary of Health, Education, and Welfare
and any other officer or employee of the
Department of Health, Education, and
Welfare to whom the authority involved
has been delegated.

§ 50.203 Consent procedures.

Informed consent does not exist unless
a consent form is completed voluntarily
and in accordance with all the require-
ments of this paragraph.

(a) Preparing to obtain informed con-
sent. An individual who obtains informed
consent for a sterilization procedure

must provide orally all of the following
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information or advice to the individual
who is to be sterilized.

(1) Advice that the individual is free
to withhold or withdraw his/her con-
sent to the procedure at any time prior
to the sterilization without affecting
his/her right to future care or treat-
ment, and without loss or withdrawal of
any Federally-funded program benefits
to which the individual might be other-
wise entitled;

(2) A description of available alter-
native methods of family planning and
birth control;

(3) A full description of the benefits
or advantages he/she may expect to gain
as a result of the sterilization;

(4) Advice that the sterilization proce-
dure is considered to be irreversible;

(5) A thorough explanation of the
specific sterilization procedure to be
performed,;

(6) A full description of the discom-
forts and risks which may accompany
and follow the performing of the pro-
cedure, including an explanation of the
type and possible effects of any anes-
thetic to be used;

(7) Advice that the sterilization will
not be performed for a least 30 days;
and

(8) An opportunity to ask and have
answered any questions he/she may have
concerning the sterilization procedure.

(b) Filling out the consent form. (1)
Language of the consent form. The con-
sent form should be in the primary lan-
guage of the patient. If the consent
form is not in the primary language of
the patient, an interpreter must be made
available to assist the individual.

(2) Provisions for the handicapped.
Suitable arrangement must be made to
ensure that consent information is ef-
fectively communicated to blind, deaf
and other handicapped patients.

(3) Signatures on the consent form.
The consent form must be signed and
dated by:

(i) The patient; and

(ii) The interpreter, if one is provided;
and

(iii) The individual who obtains the
consent of the patient; and

(iv) The physician who will perform
the sterilization procedure.

(4) Required certification. (i) The
person securing the patient’s consent
must certify by signing the consent form
that, before the patient signed the con-
sent form, he/she advised the patient
that no Federal benefits may be with-
drawn because of the patient’s decision
not to be sterilized, that he/she ex-
plained orally the requirements for in-
formed consent as set forth on the con-
sent form, and that the patient, to the
best of his/her knowledge and belief,
appeared mentally competent and know-
ingly and voluntarily consented to be
sterilized.

(i) The physician performing the
sterilization must certify by signing the
consent form that, immediately prior to
the performance of the sterilization, he/

she advised the patient that no Federal

benefits may be withdrawn because of
the patient’s decision not to be steri-
lized, that he/she explained orally the re-
quirements for informed consent as set
forth on the consent form, and that the
patient, to the best of his/her knowl-
edge and belief appeared mentally com-
petent and knowingly and voluntarily
consented to be sterilized. The physician
will further certify that, to the best of
his/her knowledge and belief, at least
30 days have passed between the date
upon which the patient signed the con-
sent form, and the date upon which the
sterilization was performed.

(iii) The physician performing the
sterilization must, in cases where court
orders are required by this section, certi-
fy, by signing the consent form, that
he/she was provided with a copy of the
court order prior to the performance of
the sterilization.

(c) Following State and local proce-
dures. In addition to the consent pro-
cedures required by this part, any re-
quirement of State and local law, except
one of spousal consent, must be followed.

§ 50.204 Sterilization of a mentally
competent individual aged 21 or
older.

Programs or projects to which this
subpart applies shall perform or arrange
for the performance of sterilization of a
mentally competent individual only
when the following requirements have
been met:

(a) The individual has voluntarily
given his/her informed consent in ac-
cordance with all the procedures pre-
scribed in section 50.203.

(b) At least 30 days have passed be-
tween the date of informed consent and
the date of the sterilization.

(c) The individual is at least 21 years
old.

§ 50.205 Sterilization of a mentally in-
competent individual aged 21 or old-
er: sterilization of an institutionalized
individual aged 21 or older.

(a) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a sterili-
zation of any person declared mentally
incompetent by a State, Federal, or local
court, or who is in fact mentally incom-
petent under Federal or State law.

(b) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a steriliza-
tion of any individual institutionalized
in a correctional, mental or other facility
unless:

(1) The individual has voluntarily
given his/her informed consent in ac-
cordance with the procedures prescribed
in§50.203;

(2) At least 30 days have elapsed be-
tween the date of informed consent and
the date of the sterilization;

(3) The individual is at least 21 years
old:

(4) The sterilization review commit-
tee has certified to a court, after a hear-
ing at which counsel representing the
patient has presented the evidence for
and against such a certification, that
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all of the requirements for sterilization
have been met, that the patient under-
stands the nature and consequences of
the proposed sterilization procedure as
set forth in § 50.203(a), and that the pa-
tient has voluntarily consented to be
sterilized; and

(5) The court has found, after a hear-
ing at which counsel for the patient has
presented the evidence for and against
such a finding, that all of the require-
ments for sterilization have been met,
that the patient understands the nature
and consequences of the proposed steril-
ization procedure, as set forth in § 50.203
(a), and that the patient has voluntarily
consented to be sterilized.

or

(a) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a steriliza-
tion of a mentally incompetent individ-
ual, or any individual institutionalized
in a correctional, mental or other facil-
ity unless :

(1) The individual has voluntarily
given his/her informed consent in ac-
cordance with the procedures prescribed
in §50.203;

(2) At least 30 days have elapsed be-
tween the date of informed consent and
the date of sterilization;

(3) The individual is at least 21 years;

(4) The sterilization review committee
has certified to a court, after a hearing
at which counsel representing the patient
has presented the evidence for and
against such a certification, that all of
the requirements for sterilization have
been met, that the patient understands
the nature and consequences of the pro-
posed sterilization procedure as set forth
in § 50.203(a), and that the patient has
voluntarily consented to be sterilized;
and

(5) The court has found, after a hear-
ing at which counsel for the patient has
presented the evidence for and against
such a finding, that all of the require-
ments for sterilization have been met,
that the patient understands the nature
and consequences of the proposed sterili-
zation procedure as set forth in § 50.203
(a), and that the patient has voluntarily
consented to be sterilized.

(b) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of a steriliza-
tion of a mentally incompetent individ-
ual who does not understand the nature
and consequences of the proposed sterili-
zation procedure as set forth in § 50.203
(a).

§ 50.206 Sterilization of a mentally
competent or incompetent individual
under the age of 21.

Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of steriliza-
tions of individuals under 21 years old.

§ 50.207 Sterilization by hysterectomy.

(a) Programs or projects to which this
subpart applies shall not perform or ar-
range for the performance of any hyster-
ectomy for the purpose of rendering an
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individual permanently incapable of re-
producing, unless [exception with appro-
priate safeguards, to be added if com-
ments describe circumstances in which
sterilization by hysterectomy is generally
accepted as the appropriate method].

(b) Programs or projects to which this
subpart applies may perform or arrange
for the performance of a hysterectomy
the purpose of which is other than to
render the patient permanently incapa-
ble of reproducing, provided that:

(1) The individual who secures the
usual authorization from the patient or
her representative, if any, to perform the
hysterectomy has informed the patient
and her representative, if any, orally and
in writing, that the hysterectomy will
render the patient permanently incapa-
ble of reproducing; and

(2) The patient or her representative,
if any, has signed a written acknowledg-
ment of receipt of the foregoing informa-
tion.

§ 50.208 Program or project requiere-
ments.

(a) A program or project must, with
respect to any sterilization procedure or
hysterectomy it performs or arranges,
(1) meet all requirements of this sub-
part; and (2) provide legal counsel for
the patient at all review committee and
court proceedings described in this sub-

art.

(b) The program or project shall
maintain sufficient records and docu-
mentation to assure compliance with
these regulations, and must retain such
data for at least 3 years.

(c) The program or project shall sub-
mit other reports as required and when
requested by the Secretary.

§ 50.209 Use of Federal financial assist-
ance.

(a) Federal financial assistance ad-
ministered by the Public Health Service
may not be used for expenditures for
sterilization procedures unlessthe con-
sent form appended to this section or
another form approved by the Secretary
is used for purposes of this section.

(b) A program or project shall not use
Federal financial assistance for any
sterilization or hysterectomy without
first receiving documentation showing
that the requirements of this subpart
have been met. Documentation includes
consent forms, review committee certifi-
cations, court orders, and acknowledg-
ments of receipt of hysterectomy infor-
mation.

(c) Federal financial assistance ad-
ministered by the Public Health Service
may be used for the expenditures for the
review committee and legal counsel
where required by this section.

APPENDIX: REQUIRED CONSENT FORM

NOTICES Your decision at any time not to
be sterilized will not result in the with-
drawal or withholding of any benefits pro-
vided by programs or projects receiving
Federal funds.

CONSENT TO STERILIZATION

I have asked for and received information
about sterilization from

(doctor or clinic)

When 1 first asked for the information, I was
told that the decision to be sterilized is com-
pletely up to me. I was told that I could
decide not to be sterilized. If I decide not
to be sterilized, my decision will not affect
my right to future care or treatment and I
will not be any help or benefits from pro-
grams receiving Federal funds such as
A.F.D.C. or Medicaid that I am now getting
or for which I may become eligible.

I understand that the sterilization must be
considered permanent and not reversible. I
have decided that I do not want to become
pregnant, bear children or father children.

I was told about those temporary methods
of birth control that are available and could
be provided to me which will allow me to
bear or father a child in the future. I have
rejected these alternatives and freely chosen
to be sterilized.

I understand that I will be sterilized by an
operation known as a
The discomforts, risks and benefits assoc1ated
with the operation have been explained to
me. All my questions have been answered to
my satisfaction.

I understand that the operation will not
be done until at least thirty days after I
sign this form. I understand that I can
change my mind at any time and that my
decision at any time not to be sterilized will
not result in the withholding of any benefits
or medical services provided by Federally
funded programs.

Ilam ______ years old. I was born on ____

day

month year
, hereby consent of
my own free will to be sterilized by

by a method called

I also consent to the release of this form
and other medical records about the opera-
tion to:

Representatives of the Department of
Health, Education, and Welfare or

Employees of programs or projects funded
by that Department but only for purposes of
research or for determining if Federal laws
were observed.

You are requested to supply the following
information, but it is not required:

Race and ethnicity designation (please
check)

Black (not of Hispanic origin) ______
Hispanic ______

Asian or Pacific Islander

Patient’s Signature Date: Montk{ Day/ Year
Where the consent form is not in the pri-
mary language of the patient:
I have read the consent form to______
in language
and explained its contents to him/her. To
the best of my knowledge and belief he/she
understood this explanation.

Date
signed this con-
name of individual

sent form, I explaned to him/her the nature
of the sterilization operation ______

the fact that it is intended to be a final and
irreversible procedure and the discomforts,
risks and benefits associated with it.

I counseled the patient that alternative
methods of birth control are available which
are temporary. I explained that sterilization
is different because it is permanent.

I informed the patient that his/her con-
sent can be withdrawn at any time and that
he/she will not lose any health service or
any benefits provided by Federal funds.

Interpreter
Before
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PROPOSED RULES

To the best of my knowledge and belief the
patient is at least 21 years old and appears
mentally competent. He/She knowingly and
voluntarily requested to be sterilized and
appears to understand the nature and con-
sequence of the procedure.

Signature of person obtaining consent Date

Facility

Address

PHYSICIAN’S STATEMENT

Immediately before I performed a sterili-
ation operation upon

Name of patient
I explained to him/her the nature of the
sterilization operation _____ , the fact
that it is intended to be a final and ir-
reversible procedure and the discomforts,
risks and benefits associated with it.

I counseled the patient that alternative
methods of birth control are available which
are temporary. I explained that sterilization
is different because it is permanent.

I informed the patient that his/her con-
sent can be withdrawn at any time and that
he/she will not lose any health services or
benefits provided by Federal funds.

To the best of my knowledge and belief
at least thirty days have passed since the
patient consented to the sterilization.

To the best of my knowledge and belief
the patient is at least 21 years old and ap-
pears mentally competent. He/She know-
ingly and voluntarily required to be steril-
ized and appeared to understand the nature
and consequences of the procedure.

Physician

Date
Alternative final paragraph for use where
court order is required:

To the best of my knowledge and belief
the patient is at least 21 years old. He/She
knowingly and voluntarily requested to be
sterilized and appears to understand the
nature and consequences of the procedure.
I have been provided with a copy of the at-
tached court order.

Physician

Date
[FR Doc. 77-35424 Filed 12-12-77; 8:45 am]

[ 4110-35 ]
Public Health Service
[ 42 CFR Part 50 ]
[ 45 CFR Part 205 ]

PROPOSED RESTRICTIONS APPLICABLE
TO STERILIZATIONS FUNDED BY THE
DEPARTMENT OF HEALTH, EDUCA-
TION, AND WELFARE

Cross REFERENCE: For a document
proposing rules on restrictions applicable
to sterilizations funded by the Depart-
ment of Health, Education, and Welfare,
See FR Document 35424 under Health
Care Financing Administration in Part
III of this issue.
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Comment of the

National Commission for the Protection of Human Subjects

on

Proposed Rulemaking Governing

Sterilizations Funded by DHEW

March 29, 1978

Historically, the medical profession and the Taw have excessively re-
stricted or, 1in some instances, promoted sterilization of men and women 1in
the United States. To determine whether or not sterilization services would
be provided, persons desiring to be sterilized have been required in the past
to satisfy formulas developed and endorsed by medical organizations and based
upon the number of Tiving children and age of the patient. Such persons
have Tegally been required to obtain the consent of their spouses in order
to be sterilized. On the other hand, many women, particularly the poor and
members of minority groups, have complained that they have been unduly in-
fluenced to agree to sterilization. Others have claimed that they were
sterilized without their knowledge or permission. There is also evidence
that hysterectomy has been performed inappropriately, solely as a means of
sterilization. Laws in some states have compelled the sterilization of men-
tally retarded persons or refused to permit the procedure, without taking

into account the needs and desires of the persons involved.

The medical and Tegal restrictions on sterilization of competent adults
have by now largely been terminated. Sterilization has become a very popular
means of contraception, being employed in this country by almost as many
couples as those choosing to use the contraceptive pill. A potential for

abuse exists, however, in the form of undue influence or coercion of vulnera-
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ble persons to agree to be sterilized, the performance of sterilization with—
out the knowledge of the patient, or sterilization by means of unneeded hys-
terectomy. Those who receive their health care under publicly-funded pro-
grams may be especially vulnerable to such abuse. Thus, the challenge to
DHEW in administering its health care programs is to make sterilization
freely available on a voluntary basis while guarding against any abuse that

can be controlled by regulation.

Recognizing that protective measures will necessarily restrict access
to sterilization, DHEW has sought public coment on the appropriateness of
such measures, and Secretary Califano has requested that the National Commis-—
sion for the Protection of Human Subjects provide its views on the proposed
regulations. This assignment is within the mandate of the Commission to con-—
sider the applicability of guidelines for the conduct of research involving
human subjects to the delivery of health care under programs conducted or sup-
ported by DHEW. 1Inaddition, the Commission's consideration of research in-
volving children and those institutionalized as mentally infirm has acquainted

it with many of the issues addressed in the proposed sterilization regulations.

The Commission affirms that appropriate steps should be taken to prevent
performance of sterilization under conditions of coercion or inadequate con-—
sent. In this context, the Commission notes that the availability of steri-
Tization services at the same time abortion services are being sharply cur-—
tailed under DHEW programs may have the appearance of coercion. The Commis—
sion recognizes, too, that sterilization is an accepted part of medical care

and is being requested by increasing numbers of men and women. Any undue
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Timitation on access to sterilization would lower the standard of care

available to persons dependent upon DHEW health programs.

The Commission is pleased to note that DHEW has attempted, 1in its pro-
posed regulations governing sterilization, to balance the conflicting goals
of protecting beneficiaries of its programs while assuring their access to
desired medical services. The Commission has reviewed the proposed regula-
tions and concludes that, although DHEW has generally proposed appropriate

means to protect against abuse, it has failed to recognize certain conditions

and circumstances warranting exceptional treatment. Providing protection by

regulations that are easy to administer has been accomplished by imposing
absolute prohibitions that may unduly Timit access to sterilization in such

exceptional circumstances.

Some of the proposed provisions, such as the requirement for a meaningful
consent process, are excellent protective measures and may even be strengthened.
Other provisions, such as the mandatary 30-day waiting period and the blanket
prohibition of sterilization for persons who are under 21 or mentally incom-
petent and unable to give informed consent, are more stringent than necessary

and may result in the denial of access to proper medical care. The inescapa-

ble burden created by the need to protect against abuses should not be made

to fall too heavily on the potentially abused. Although rules without excep—

tions may be easier to administer, failure to provide for exceptional circum—
stances may place an unfair burden on those for whom protection is sought.
The appropriate goal of the sterilization regulations and of the government

programs to which they apply should be to provide the dependent population
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with health services of quality and quantity equal to those available for
other persons, while facilitating individuals' abilities to make decisions

about their reproductive capacity and protecting them against coercion.

The Commission's comments on the specific provisions follow.

Definition of Sterilization (205.35-2 and 50.202)

The proposed definition of sterilization does not distinguish between
medically-indicated and elective sterilization. Such a distinction is neces-
sary, the Commission believes, 1in Tight of the proposed prohibition on steri-
lization of persons who are under 21 or unable to give informed consent be-
cause of mental incompetence. DHEW argues, citing court decisions, that "it
is unlikely that Congress intended that procedures designed to ensure informed
consent would apply to one [elective sterilization] but not the other [medi-
cally-indicated sterilization] ." Therefore, DHEW concludes, no distinction
should be made. However, this argument wrongly assumes that distinguishing
medically-indicated sterilization would necessarily result in the abandonment
of protective measures in instances where sterilization is medically indicated.
To the contrary, as will be shown below, the protective procedures may merely
be adjusted in exceptional cases, so that adequate protection against abuse

is maintained while appropriate medical care is provided.

Medical indications for sterilization would include, for example, severe
diabetes or kidney or heart disease in a sexually active woman for whom non-
permanent forms of contraception are either medically contraindicated or not

sufficiently effective. When these conditions occur in women who are under
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21 or unable to give informed consent because of mental 1incompetence, steri-
lization would be absolutely prohibited under the proposed regulations. The
Commission believes that exceptions to the general prohibition should be made
in such instances, provided there are alternative protective measures. Such
exceptions would require a separate definition of medically-indicated steri—
lization. (The Commission suggests below that the minimum age of 21 be re-
duced to 18; if this suggestion is followed, the exception for medically-

indicated sterilization should apply in the case of women who are under 18.)

Further, hysterectomy may be performed on severely or profoundly re-
tarded women, before or after age 21, to alleviate the serious problems
presented by their menstrual care, and may make the difference between home
care and institutionalization. The definition of sterilization should be
explicitly clarified to provide that hysterectomy for this purpose is not
done for the purpose of sterilization and falls in the same category as hys-—
terectomy for medical indications such as uterine cancer or metrorrhagia
unresponsive to hormone therapy. When performed for this purpose, hysterec-—
tomy should be fundable under consent conditions required for other medical

procedures involving such patients.

Consent Procedures (205.35-3 and 50.203)

The Commission generally favors and applauds the proposed measures for
assuring that patients will be informed of the ramifications of sterilization
and alternatives thereto, that consent will be sought in circumstances free

of pressure or coercion, and that patients will be told that government bene-
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fits will not be withheld if they do not consent to sterilization. The Tist
of essential information that must be given to patients orally appears com—
prehensive, but several additional facts should be included if the patients
are to be adequately informed. First, when patients are advised that with—
holding consent will not result in loss of federal benefits, they should also
be told that, under present law, should alternative means of birth control
fail, benefits are not available to pay for an abortion except in limited
circumstances. Second, the description of alternative methods of family
planning and birth control should be required to include information on the
risks [including failure rates] and benefits of those methods. Such infor-
mation should include the warnings that have been issued by the Food and
Drug Administration regarding risks associated with use of the contraceptive
pill and the intrauterine device. Third, the description of the risks and
discomforts of the sterilization procedure should be required to include
mention of the rare possibility that the procedure may fail to produce
sterility, and of the need to use another means of contraception for a short
time after the procedure as a precaution. Finally, the Commission disagrees

with the requirement for a mandatory 30—daywait, as discussed below.

The Commission supports the decisions not to require the presence of a
witness or spousal consent, and the requirement for an interpreter when the
consent form is not in the patient's primary language. There is no objection
to the required certifications so long as they are based on "the best of [the

certifier's] knowledge and belief."

The Commission notes that two purposes are comingled in the "Required

Consent Form" set forth in the Appendix to the proposed regulations. This
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form, as drafted, constitutes not only a consent to be sterilized but also a
consent to the release of the form (including some requested, but not manda-—
tory, information) and the patient's medical records "for purposes of research
or for determining if Federal laws were observed." The Commission has two
comments on this form: first, separate forms should be employed for the con—
sent to sterilization and the consent to release of information, and the
patient should be able to refuse to give permission for the release of infor-
mation about him or her for research purposes. Second, it should be made clear
that under no conditions will 1information be released for the purpose of de—
termining if state Taws or Federal Taws unrelated to the provision of steri-
lization services have been observed, and that every attempt will be made to
protect patient privacy, including the use of aggregate or unidentified data

whenever that would be sufficient for the research purposes.

Sterilization of a Mentally Competent Individual Aged 21 or Older

(205.35-4 and 50.204)

30—DayWaiting Period

The proposed regulations impose a mandatory 30—daywaiting period between
the time of consent and the performance of a sterilization. DHEW notes that

the

proposed rules could conceivably allow for waiver of
the waiting period in exceptional circumstances, for
example where a sterilization is arranged for over 30
days in advance of anticipated delivery date but there
is a premature delivery. These alternatives may be in
theory quite sound, but [DHEW] is skeptical about their
enforceability and concerned about the possibilities
for abuse.
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The Commission agrees that a 30-day waiting period, although chosen arbi-
trarily may be reasonable to assure sufficient time for consultation and
reflection. However, the Commission suggests that such a period not be
adopted unless DHEW plans to conduct research to determine whether the 30-
day wait is justified, taking into consideration both the protection afforded
by the wait and the unwanted pregnancies that result. Further, the Commission
strongly disagrees with the position of DHEW that shortening the waiting
period in exceptional circumstances is not warranted or enforceable. The
very example given in the DHEW statement -- prearrangement of sterilization
followed by a premature delivery -- constitutes an exceptional circumstance
that the Commission beleives should justify a shortening of the waiting
period. Failure to provide for such an exception would result in an other-
wise unnecessary second hospitalization of patients who deliver prematurely
and who have consented to sterilization at least 30 days prior to the anti-

cipated delivery date.

DHEW appears to be more concerned about the enforceability that the
justification of a provision for exceptions. However, DHEW has apprently
failed to consider than an anticipated delivery date can be based on factual
circumstances that are readily identifiable and verifiable upon audit. The
patient's records will provide an objective basis for determining whether
it was reasonable to believe, at the time the consent form was signed, that

confinement would not occur for at least 30 days.

The Commission notes that DHEW has adduced no evidence of failure of

the present 72-hour waiting period to prevent abuse of the consent process;
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many reported deficiencies, such as absence or insufficiency of documenta-
tion, would not be affected by the requirement of a waiting period. In the
absence of such evidence, a significantly longer waiting period should not
be rigidly imposed without provision for exceptional circumstances. The
Commission believes that the reasonableness of the Tonger, 30—daywaiting

period would be enhanced by a provision for exceptions, as discussed above.

(One member of the Commission, Dr. Donald W. Seldin, wished to have
noted his strong belief that an exception to the 30-day waiting period
should also be provided whenever a woman undergoing cesarean section or
emergency abdominal surgery for reasons such as ectopic pregnancy or a rup-—

tured uterus, requests sterilization and gives informed consent.)

Minimum Age of 21

The proposed regulations impose a blanket prohibition on sterilization
of persons under 21 years of age. To support this provision, DHEW argues
that (1) determination of capacity to give informed consent under state Taw
would produce anomalous results; (2) it is questionable whether persons under
21 have the judgment, experience and maturity to make voluntary decisions to
be sterilized; and (3) any exception to the minimum age would be difficult

to monitor and subject to abuse.

With respect to the first argument, the Commission notes that state Tlaws
regarding the age of majority are not nearly so diverse as DHEW appears to
believe. Forty—two states and the District of Columbia have adopted 18 as
the age of majority; only two states remain at the traditional age of 21,

three states are at 19, and three states are below 18 (see the Commission's

Report and Recommendations: Research Involving Children, pp. 85-87). Thus,
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adoption of a minimum age of 18 would be consonant with current practice in
all but a few jurisdictions. Although the constitutionality of the present
moratorium on sterilization of persons under 21 has been upheld in cases

cited by DHEW, the judge in one of these cases (Voe v. Califano) clearly in-—

dicated in his decision that he considered the regulation unjust. He accepted
a 20-year-oldwoman's consent as informed and valid, and directed his clerk to
send a copy of the decision to the Secretary of Health, Education, and Welfare,
in hope that her "poignant cry . . . could not fail to be heard by those with

discretion to grant relief."

DHEW admittedly has no evidence that persons under 21 Tack sufficient
judgment, experience and maturity to consent voluntarily to sterilization; 1in
view of the Tower age of majority adopted by almost all the states, such ina-
bility or lack of capacity should not be presumed. Therefore, the Commission
recommends that the regulations should permit persons to consent to elective
or medically-indicated sterilization at age 18 rather than 21. Below the
age of 18, medically-indicated sterilization should be permitted with the per—
mission of the parents of the patient and either her assent, or when assent

is not possible, with appropriate procedural safeguards and court approval.

Sterilization of a Mentally Incompetent Individual Aged 21 or Older;

Sterilization of an Institutionalized Individual Aged 21 or Older

(205.35—5and 50.205)

DHEW has proposed alternative regulations governing sterilization of
mentally incompetent and institutionalized individuals. The first alterna-
tive would prohibit sterilization of any person who has been declared men—

tally incompetent by a court or is 1in fact mentally incompetent under Tlaw.
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Under the second alternative, a mentally incompetent person would be treated

in the same manner as an institutionalized person, i.e., sterilization could
be performed only if a review committee and a court had independently found

that the patient understood the nature and consequences of the sterilization

and had voluntarily consented to be sterilized. Sterilization could not
be performed under the second alternative if the review committee or court

found that the patient was incapable of consenting.

Of the two alternatives, the Commission prefers the second, which is more
consonant with the Commission's approach in its recommendations on research

involving those institutionalized as mentally infirm (see Report and Recom-

mendations: Research Involving Those Institutionalized as Mentally Infirm,

pp. 1—22). Rather than prohibit the participation of such persons in research
on the grounds that they cannot give legally valid informed consent, the Com—
mission has recommended that the "assent" of such persons be recognized under
appropriate conditions. By "assent" the Commission refers to a functional
capacity to understand basic information about proposed research and to volun-
teer freely to participate. This would appear analogous to the proposed

functional standard for "consent" that a review committee and court must apply

in the case of a mentally incompetent or institutionalized person wishing to

be sterilized. Since this standard is functional rather than legal, the terms
"informed consent" and "consent" should be replaced with the term "assent"

in this section of the regulations. Adoption of the second alternative with
amended terminology would enable appropriate recognition to be given to the
functional ability of mentally incompetent persons and, in view of the inde-
pendent determinations that must be made by a review committee and a court,

would be unlikely to Tead to abuse.
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The Commission believes, however, that the second alternative is inade-
quate in two respects. The proposed regulation fails to provide for the per-
formance of sterilization of mentally incompetent persons who are dincapable

of assenting. In the case of medically-indicated sterilization, the presence

of conditions such as severe diabetes, or kidney or heart disease, which are
easily verifiable, should be sufficient to overcome reluctance to accept con-
sent by a parent or guardian, provided a review committee and court find that
sterilization is in fact medically indicated and alternative means of con-
traception are not feasible. Although courts may be unwilling to accept
jurisdiction 1in such cases, there is no reason to believe that they would

be less willing to make a finding of medical necessity than to find that

a patient had the capacity to and did give informed consent.

Sterilization "in the best interests" of a mentally incompetent woman
incapable of assenting presents more problems than medically-indicated steri-
Tization of such an individual, because of the many possibilities for abuse
in this area. Nevertheless, the Commission believes that such sterilization
should at least be available, although the Commission does not endorse its

general use. As a condition for sterilization 1in the best interests of a

woman who 1is mentally incompetent and cannot assent, a parent or guardian
should approve the operation and both the review committee and the court

should find (1) that alternative means of contraception are not feasible, (2)
that the patient has participated in the decision regarding sterilization to

the extent of her competence and does not object, and (3) that the patient will
benefit from the sterilization. What constitutes a "benefit'" to the patient
cannot easily be defined. Those who must make this determination should distin-—
guish between benefit to the caretaker or society and benefit to the patient;

sterilization should not be used as a substitute for good care. On the other
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hand, sterilization 1in anticipation of nonprotective care might be considered

a possible benefit to the individual prior to placement in the community; in

such instances, however, alternative means of contraception should be con-—

sidered first.

The Commission notes that hysterectomy is sometimes performed on severely
or profoundly retarded females for the purpose of eliminating difficulties
associated with menstruation. In such instances, hysterectomy should not
be considered sterilization as defined in the proposed regulations, since the
purpose of the procedure is not to render the patient permanently incapable
of reproducing, even though it would have that unavoidable effect. Thus, it
should be available under the same requirements for determination of the need

for the procedure and consent as for other medical treatments of such patients.

Sterilization of a Mentally Competent or Incompetent

Individual Under the Age 21 (205.35-6 and 50.206)

The Commission has discussed its opposition to this proposal above under

sections 205.34—4and 205.35-5.

Sterilization by Hysterectomy (205.35-7 and 50.207)

Although hysterectomy performed solely for sterilization 1is inappro-
priate medical treatment, the Commission believes that hysterectomy should
be recognized as an acceptable means of sterilization, under certain care-
fully defined guidelines, when uterine abnormalities are present. Many
women requesting sterilization are found to have certain conditions which,
in and of themselves, are not sufficient indications for hysterectomy, but

which taken together with their desire for sterilization indicate that
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hysterectomy is the most desirable means of sterilization for them. Among
such abnormalities are uterine descensus, premalignant diseases of the
cervix and endometrium, severe dysmenorrhea, and chronic menorrhagia. Thus,
when sterilization is requested under conditions where hysterectomy would
best serve the medical 1interests of the patient, an exception to the general
prohibition of funds for sterilization by hysterectomy should be made. 1In
this situation it would be reasonable to require a concurring judgment by

a second independent physician that the combination of circumstances is such

that hysterectomy sterilization is warranted.

The Commission supports the requirement that women undergoing hysterectomy

for any reason be advised that it will render them incapable of bearing children.

State Agency, or Program or Project Requirements (205.35-8 and 50.208)

These requirements seem appropriate, provided adequate steps are taken
to protect the privacy of the patients by Timiting access to the consent forms

on file.

Federal Financial Participation and Assistance (205.35—9and 50.209)

These measures seem appropriate, provided that if there is to be a federal
requirement for review committees and legal counsel, there is also a federal
commitment to meet the resulting costs through increased appropriations rather

than by diverting funds from health care services.
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